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COMMENTS 


FROM THE FOOD AND DRUG ADMINISTRATION 


By GEORGE P. LARRICK 


This Paper, Read September 17 at San Francisco at the Annual Meeting of 
the American Bar Association's Division of Food, Drug and Cosmetic Law, 
Notes that to Keep Our Food and Drugs the Finest in the World, FDA Must 
Be Provided with ‘“‘Sharp, Powered Tools’’ to Accomplish This Objective 


HE most important function of food, drug and cosmetic law en- 

forcement in this country is the protection of the health of the 
Nation. In considering this function, the whole pattern of local, state 
and national laws must be examined. 

The American people take much for granted. They do not remem- 
ber that a few decades ago milk was not generally safe. It was a source 
of a variety of illnesses, and our infant mortality rate was quite high. 
The problem was attacked with vigor by national and local health 
officials and by leaders in the dairy industry. Consumer groups 
strongly advocated adequate laws. The ensuing pattern of legislation 
dealing with the sanitary quality of milk and the very extensive 
technological advances made by industry resulted in a milk supply 
that today is of the highest quality and is the safest of any country in 
the world. 

Persons who travel abroad find it necessary to exercise unusual 
care in the selection of foods and of the places where they eat. In 
many foreign countries they must exercise many precautions to pro- 
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tect their health while they are in an environment quite different from 
that which we find in this country. We accept as a matter of course 
the fact that we can travel throughout the United States and stop to 
eat almost anywhere without endangering our health. 


We do not hesitate to consume uncooked salads, crab meat, raw 
shell fish, and many other foods that we would eat at our peril in many 
areas of the world. The spores of the deadly botulinus organism are 
widely distributed in the soils of the United States. None of us, how- 
ever, is deterred from eating commercially canned, frozen or otherwise- 
prepared foods that are good culture media for the development of the 
botulinus toxin, because we have confidence that they have been prop- 
erly processed. 


The sum total of progress that has been made in the production 
of a food supply for the United States which is the safest, cleanest, _ 
most varied, palatable and nutritionally balanced of any country in the 
world is one of the important reasons why America is great. 


These advances have resulted in part because American industry 
is constantly seeking to improve our food supply. Consumer demands 
and competition for the favor of the consumer are powerful influences 
in this direction. No small part of the progress has resulted from the 
pattern of food, drug and other health laws which we have in this country. 


One gap in the consumer’s protection which we have frequently 
encountered arises because the American public is by no means fully 
aware of the generally satisfactory state of our food and drug supplies. 
Time after time, promoters with something to sell condition their 
prospective purchasers by widely disseminating information to the 
effect that our food supply is not nutritionally sound. They assert that 
the soil of America is so seriously depleted that the foodstuffs produced 
on it do not adequately nourish the body nor protect it from deficiency 
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diseases. They declare from the housetops that the manufacturing 
processes used in the preparation of a wide variety of our foods seriously 
lessen their value. Often their promotion disparages the value and 
safety of many of our useful medicines and adroitly seeks to substitute 
the product whose sale they wish to advance. Almost invariably the 
sales regime includes enough truths and half-truths to lend an air of 
veracity to the promoter’s over-all picture of American food and 
drug decadence. 

There is no question in our mind but that a substantial propor- 
tion of the American public gives credence to these assertions. The 
mail we receive in the Food and Drug Administration is proof of that. 
Perhaps even more adequate proof lies in the sales of the products 
thus promoted. It is our view that both industry and government have 
not fully discharged their obligations in this situation. If the public 
knew and understood the true state of affairs, this type of miseducation 
and sales promotion based on unfounded scare techniques would fall 
on deaf ears. 


Need for Presentation of True Picture 


Recently, one of our children read to me what his textbook said 
about the Food and Drugs Act. The book was recently published but 
dealt entirely with the Act of 1906. The author apparently was not 
aware of the comprehensive revision of the statute in 1938 or of the 
subsequent amendments. It dealt at length with deficiencies in con- 
sumer protection that have long since been corrected. This led us to 
examine a number of other textbooks. For the most part they do not 
adequately acquaint the youth of America with the fact that we do 
have the best food and drug supply in the world and that the American 
public is protected by the most adequate legislation in this field. We, 
for our part, plan to take every opportunity that comes to us to broaden 
the knowledge of the general public and to acquaint it with the actual 
facts. We believe that this will be helpful in law enforcement because 
if the public understands the facts, promotions based on half-truths 
will fail. If the public, industry and government work together to 
present the true picture of our food and drug supply, American youth 
will have a growing pride in this country because these accomplish- 
ments are among those that have made America great. 


Of course there will be violations of the law and it will continue 
to be the responsibility of enforcement agencies to utilize all of the 
facilities at their command to reduce such violations to a minimum. 
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Businessmen in the food and drug field sometimes express the 
view that law-enforcement officials, including those responsible for 
the enforcement of the Food, Drug, and Cosmetic Act, are making a 
constant effort to obtain more and more power so as to put the busi- 
nessman in a straitjacket. This is not a fact. The Food and Drug 
Administration has the solemn obligation to insure the safety and 
integrity of the foods, drugs, devices and cosmetics which enjoy the 
channels of interstate trade. We must and do take this obligation 
seriously. 

It is inevitable that, with the fast pace of progress in the United 
States, changing conditions make new problems. If we are to con- 
tinue to do our part of the job—the job which makes it possible for 
you, and us, to assert that our food and drug supplies are the finest in 
the world—there will be need from time to time for strengthening the 
statutes. Since we must enforce the law, it is also our obligation to 
seek the best tools that we can possibly obtain to accomplish this 
objective. Perhaps one can saw a board with a dull saw, but if the 
carpenter is to earn his pay and complete the house within a reasonable 
time and at a minimum of expense, it is far better to provide him with 
a sharp, powered tool. 


Consumer’s Advocate 


When proposals for new legislation are made, it is the obligation 
of the officials of the Food and Drug Administration to be the con- 
sumer’s advocate. We have been accused at times of being zealous. 
We do not think that we are, but we certainly will concede that we 
enthusiastically believe in food and drug enforcement work and we 
can without hesitation honestly advocate adequate food and drug 
legislation to meet each new problem as it arises. 


A year ago last March two of our inspectors requested permis- 
sion to enter and inspect the factory of a firm engaged in the manufac- 
ture and packing of dried apple products. The president of the firm, 
who also was the operator and custodian of the factory, declined to 
permit the inspection. Through the Department of Justice the Food 
and Drug Administration brought an action against this man, alleging 
that the refusal to permit inspection was a violation of the Food, Drug, 
and Cosmetic Act. Counsel for the defendant filed a motion to dismiss 
the information. The court denied the motion but in so doing stated in part : 


Well, I had considerable difficulty in deciding the motion to dismiss the 
information. The statute on which the prosecution is based is not at all clear. 
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I think it’s very ambiguous and I reached my conclusion on what I thought 
the Congress should have intended rather than what they clearly said they 
intended in the statute. It’s a very unsatisfactory statute, and I think it’s one 
that should be clarified by a decision of the higher Court, and I think there 
is justification for Dr. Cardiff's position that he thought he was within his 
legal rights. 


The court found the defendant guilty and imposed a small fine.* 

The defendant filed an appeal with the United States Court of 
Appeals, Ninth Circuit. On February 13, 1952, they rendered their 
decision. 


Circuit Court's Assertions, Discussion, Conclusion 


The circuit court pointed out that a first offense under the Food, 
Drug, and Cosmetic Act is a misdemeanor but that a second offense 
is a felony. They asserted that the statute must be construed as 
creating a felony for its violation. They held that if the statute is 
subject to two rational interpretations they must accept the one most 
favorable to the accused. 

They discussed at some length the section of the statute dealing 
with inspection, which provides in Section 704: 

For purposes of enforcement of this Act, officers or employees duly desig- 
nated by the Administsator, after first making request and obtaining permission 
of the owner, operator, or custodian thereof, are authorized (1) to enter, at 
reasonable times, any factory, warehouse, or establishment in which food, drugs, 
devices, or cosmetics are manufactured, processed, packed or held, for introduc- 
tion into interstate commerce, or are held after such introduction, or to enter 
any vehicle being used to transport or hold such food, drugs, devices, or cos- 
metics in interstate commerce; and (2) to inspect, at reasonable times, such 
factory, warehouse, establishment, or vehicle and all pertinent equipment, finished 
and unfinished materials, containers, and labeling therein.” 

They reached the conclusion that the language which I have just 
read, where it refers to the inspector’s first making a request and 
obtaining permission of the owner, very drastically limits the inspec- 


tor’s authority. 


Court’s Holding as Limitation upon FDA Inspection Authority 


They held in essence that it is not illegal for a manufacturer to 
refuse to permit an initial inspection but that if he has once granted 
permission to inspect, a subsequent refusal when the inspector calls 
the second time would constitute a violation of the law. 





*U. 8. v. Cardiff, CCH FOOD DRUG 
COSMETIC LAW REPORTS { 7188, 95 F. 
Supp. 206. 
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The limitations which this instruction of the statute place upon 
our authority to inspect would indeed be a serious obstacle to effective 
or efficient law enforcement. Firms that are engaged in legal business 
rarely hesitate to permit inspections. Those most likely to refuse are, 
of course, the ones who have something to conceal from the inspectors. 


The Supreme Court of the United States has granted certiorari in 
this case. We expect it to be decided early in the next term of Court. 
We are confident that the Supreme Court will uphold our construc- 
tion of the statute which we still believe is consistent with the Con- 
gressional intent. We realize, however, that no one can be certain 
of the outcome of litigation until its termination. If the unexpected 
happens and we should lose in the Supreme Court, it will be our obliga- 
tion to recommend strongly the enactment of adequate inspection 
authority in the statute. It is an absolute essential to public protection 
and has a significant bearing upon protecting the legitimate manufac- 
turer against illegal competition. 

We hope, because we are confident that what is good for the con- 
sumer is in the long run good for business, that the present disposition 
of industry to support many advances in legislation designed for con- 
sumer protection will continue and grow. 


New-Drug Section: Its Administration 


The new-drug section of the Food, Drug, and Cosmetic Act is a 
striking example of the health and life protection afforded by food and 
drug laws. Unquestionably many lives have been saved by the enact- 
ment of this section of the statute. 

The administration of the new-drug section is difficult and com- 
plex. Some years ago when a new drug was placed on the market it 
started on a very small scale. The pattern in general was that a 
preparation would be made and distributed within a very small local 
area, If it met with public favor the trading area grew and eventually 
it might cover the entire United States and perhaps the world. Under 
those circumstances testing of the drug for both its safety and efficacy 
was largely done on the public itself. Fortunately, since the volume 
of the drug’s initial sales was small, only a small fraction of the popula- 
tion consumed the item during its early years. 

This picture has now completely changed. The technological 
developments which have occurred within the past 15 years have 
brought forth many new and potent drugs. Sales do not grow slowly 
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but may be stimulated to almost immediate nation-wide distribution 
through extensive publicity or advertising in newspapers, magazines, 
radio and television. Thus, today, if a dangerous new drug were to 
be placed on the market, the possibility of injury to a large number of 
people would be very great. 


A great deal can be and is being done to establish the safety of 
new drugs before they are marketed. The chemical identity can be 
established, and by analysis it can be guaranteed that each succeeding 
batch is of the same composition. Laboratory methods are available 
to learn much about the pharmacological and toxicological effects of 
the medication. The next step is to try it in the clinic. Obviously, 
however, no predistribution clinical testing can in every respect parallel 
the test to which the drug will be subjected when it is consumed by 
millions of our population. 


Development of Adequate Tests Still Poses Problem 


The development of tests that will demonstrate with certainty 
safety in terms of some phase of drug reactions is an unsolved problem. 
About 15 years ago a new hypnotic drug was developed in Europe. It 
was sold and used extensively for some seven years in Europe before 
it was introduced into the United States. Elaborate and extensive 
information was acquired by chemical, pharmacological and clinical 
testing in the United States. All these data were submitted to us in 
a comprehensive new-drug application. The application was made 
effective and the drug enjoyed a substantial sale. After it had been 
on the market about two years several physicians reported that fol- 
lowing the administration of the medication patients developed a 
disturbance of some of the elements of the blood. Investigation left 
no doubt that the drug did cause agranulocytosis in some individuals. 
Many thousands of persons had consumed the drug without ill effect 
but an occasional person could not tolerate the medication and the ill- 
ness caused was serious. Experts are of the opinion that the difficulty 
arises because of an idiosyncrasy of certain individuals to the medica- 
tion. The drug was not indispensable, and even though harm resulted 
very infrequently, the damage to those affected was great. The manu- 
facturer withdrew the item from the market. 


We do not as yet know of any way by which this type of response 
can be anticipated through tests that can be made before commercial 
distribution begins. These facts emphasize the serious responsibility 
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of both industry and government in connection with the marketing 
of a new drug. It is, of course, the policy of the Food and Drug 
Administration to require all reasonably applicable testing that can be 
done before a new drug is marketed. We believe, however, that it is 
essential in most cases where the public is for the first time to be 
exposed to an entirely new drug that, in addition to the extensive 
laboratory and clinical testing which must precede its marketing, the 
new substance should be restricted to distribution on prescription. 
Then, at a later date, after a period of controlled use there is a better 
basis for determination of whether the drug is suitable for unrestricted sale. 

The Food and Drug Administration fully realizes that Congress 
has laid down the public policy of placing no unnecessary obstacles 
in the way of self-medication. Congress has clearly legalized self- 
medication in the case of drugs that are safe and effective for the pur- 
poses for which they are sold. It is a fact, however, that under 
present-day methods of merchandising if a new drug possessing the 
unrecognized ability to affect susceptible individuals adversely were 
to be released to the general public for self-administration and con- 
sumed by millions of people almost from the outset, the danger to 
public health from the type of injury to which we have referred would 
be great. We have therefore sought acquiescence in the general prin- 
ciple that in circumstances of this sort the new drug shall, initially, 
be restricted to distribution on prescription. There should be clinical 
records available which are beyond the capability of the layman to 
prepare. After an appropriate period of time, if the experience of the 
medical profession justifies the conclusion that the drug is suitable, 
the labeling may be modified so as to permit its sale for self-medication. 


Loophole-Closing Amendment 


The Durham-Humphrey amendment to the Food, Drug, and Cosmetic 
Act has resulted in the amendment of the regulations pertaining to 
directions for use for drugs. One important change in the regulations 
involves new drugs. It appeared to us that the exemption designed to 
permit the distribution of new drugs for purely investigational use was 
in some instances being abused. A few firms sought to take advantage 
of this exemption by properly labeling the drug for investigational 
use but indulging in such widespread and indiscriminate distribution 
to physicians as to make the new-drug section essentially meaningless. 

One way in which this was accomplished involved the sale of the 
drug in bulk quantities but, nevertheless, in a form which made it 














COM MENTS FROM FDA PAGE 637 


possible for it to be administered without further extensive manipula- 
tion. In issuing the new regulations, steps have been taken to close 
partially these loopholes. It is quite possible, however, that further 
amendment of the regulations under the new-drug section itself may 
be required to deal adequately with the occasional but nevertheless 
serious problems which arise in this field. 


ABA Section as Focal Point of Reappraisal of Laws 
and Regulations 

In the course of this discussion we have referred to the fact that 
it is in the best interest of both industry and government to see to it 
that the laws and the regulations of the United States which have a 
bearing on the food, drug and cosmetic supply of this Nation be con- 
stantly reviewed in the light of current conditions, and that such 
changes be made from time to time as to guarantee that the law will 
fulfill its proper function in making the foods, drugs and cosmetics of 
this country the safest, cleanest and finest of any country in the world. 
We want to be able to continue to assert that they are. It is par- 
ticularly fitting, therefore, that this section of the American Bar 
Association should continue to function and to grow because this is 
perhaps the focal point of a continuing reappraisal of the laws and 
the regulations in the light of our mutual objectives in public protection. 


[The End] 








FDA’S REPORT OF SEIZURES DURING AUGUST 


Ninety-eight shipments of food were seized in August, the Food 
and Drug Administration reported on September 24. Of the 446,744 
pounds of filthy and decomposed food removed from consumer channels, 
58 per cent was in good condition when it was shipped, but spoiled or 
was contaminated by rodents and insects during storage. No cars 
of “pink wheat” were encountered after August 20, the FDA said. 

Twenty shipments of food were seized because of misleading label- 
ing as to contents or because of shortages in weight. Also seized were 
13 drugs and devices below the strength or quality claimed or which 
were mislabeled with false and misleading curative claims. 














Constitutional Questions 


in the Regulation of Food 








and Drugs by the States 


HERE IS TALK ON ALL SIDES today concerning the need for 

more state and less federal rule. This talk does not particularly 
apply to food and drug law, as almost everyone recognizes that con- 
trols in this area generally must be federal in nature. Still, perhaps 
the greatest need in the field of food and drug law is for more effective 
state and local regulation. 

In order to achieve improvement on the local level, it is important 
to understand the problems involved. The purpose of this paper is to 
discuss some of the constitutional questions and problems which con- 
front us on the state level. 

In approaching these questions it must be remembered that it is 
always hazardous to generalize from a group of court decisions—for 
at least two reasons. In the first place, judges write decisions not for 
the instruction of law students, but to put an end to a particular argu- 
ment or controversy. In the second place, the decision is written to 
support the conclusion or judgment of the court, and frequently the 
language bears little resemblance to the subjective processes by which 
the judge actually arrived at the conclusion. Nevertheless, by keep- 
ing these two barriers in mind, there may be some profit in examining 
the constitutional problems in the light of the decisions. 


As a starting point, one must recall the difference in passing on 
the constitutionality of a state statute and of an Act of Congress. A 
Pennsylvania court has phrased this difference about as accurately as 
can be done in a general way. This court says that the test in federal 


acts is: 


Has Congress, by express provision or necessary implication, been given 
authority to legislate on the subject under consideration and pass the act 


under review?” 
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The test as to state statutes is the converse : 

Has the State Legislature been forbidden, either by the Federal Constitution 
or by its own State Constitution, to legislate on the subject and pass the act 
under review? . . . In order to declare an act of the General Assembly: uncon- 
stitutional, its want of authority to pass the act must clearly appear—to doubt 
is to decide in favor of its constitutionality." 

Ordinarily, state food and drug statutes are based on the police 
power. This fundamental power, inherent in any government, is easy 
to describe and illustrate, but impossible to define. One court describes 
it as follows: 

“Police power,” in its broadest acceptation, means the general power of a 
government to preserve and promote the public health, safety, morals, comfort, 
or welfare, even at the expense of private rights.’ 

It is apparent that these words mean whatever the judge wishes 
them to mean, as demonstrated by a study of diverse opinions on the 
same subject. As to the fence around this power, the same court goes 
on to say: 

when, from perusal, there is no fair, just, and reasonable connection 
between a statute and the common good, and it is manifest that such was not 
the object of the statute, it will not be sustained. 

To show how futile are such general rules, those words appear in 
a decision to which there was a strong dissent and, further, the decision 
is contrary to the majority rule in this country on the constitutional 
question involved. One is justified, however, in making such general 
statements as to the police power as a point of departure in a dis- 


cussion such as this. 





1 Rohrer v. Milk Control Board, 121 Pa. 2 State v. Old Tavern Farm Inc., 133 Me. 
Super. 281, 184 Atl. 133, 147-148 (1936) 468, 180 Atl. 473 (1935). 
(dissent). 
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This power may be used to regulate in the interest of public 
health, public morals, public safety, to prevent fraud, to preserve order 
and, as a catchall, for the general welfare. The limitations are that 
the law must be reasonable and just, and that there must be a con- 
nection between the statute and the common good. 


One of the conflicts is between the police power and the Fourteenth 
Amendment. Ina proper setting, the police power does not rub against 
this federal prohibition but, as Holmes said: “it often is difficult to 
mark the line where what is called the police power of the states is 
limited by the Constitution of the United States.” * A state may use 
this power to restrict rights arising under contracts, to restrain inter- 
state commerce, to regulate business or to control prices. But if such 
restriction or regulation appears to be unreasonable or arbitrary, the 
Fourteenth Amendment comes into play. Take, for instance, inter- 
state commerce. It may be restricted by the state for a proper pur- 
pose, such as public health or safety, if the restriction is not in conflict 
with federal laws or the Constitution, unless it amounts to a regula- 
tion or a discrimination. 


A reading of the decisions shows that state courts invalidate food 
and drug laws for one or more of the following reasons: (1) The 
statute is arbitrary or unreasonable. (2) It is not connected with the 
common welfare. (3) Itisaspecial law. (4) It violates the Fourteenth 
Amendment, and similar provisions in the state constitution. 


One of the important phrases in court decisions, especially in con- 
nection with modern economic legislation, is “affected with a public 
interest.” Price fixing, for example, is justified if the business is 
affected with a public interest. But what constitutes such a business? 

As late as 1951, a Georgia court said that the milk industry did 
not come within the phrase.* The courts of New Jersey and Néw 
York, as well as the Supreme Court of the United States, have taken 
the converse view, holding that the milk industry is affected with a 
public interest.® 


The Georgia court accepts the view of Mr. Justice McReynolds that: 


. a business or property, in order to be affected with a public interest, 
must be such or be so employed as to justify the conclusion that it has been 
devoted to a public use and its use thereby in effect granted to the public. 





8 Noble State Bank v. Haskell, 219 U. S. Also see Ferretti v. Jackson, 88 N. H. 296, 
104 (1911). 188 Atl. 474 (1936). 
5Como Farms v. Foran, 6 N. J. Super. 
* Harris v. Duncan, 208 Ga. 561, 67S. E. 306, 71 Atl. (2d) 201 (1950): Nebbia v. 
(2d) 562 (1951). In accord: Rohrer v. People of State of New York, 291 U. S. 502 
Milk Control Board, cited at footnote 1. (1934). 
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This definition, of course, narrowly restricts the businesses in- 
cluded, regardless of economic importance. It leaves a legislature 
impotent as to most industries, even in the face of economic disaster. 
It fails to face up to the fact that it is almost as evil for milk to be 
priced out of the reach of the baby as for it to be adulterated or, from 
another angle, that price wars—for example—can lead to a scarcity 
of milk for the baby, and that economic scarcity can be a public 
health problem. 


Chief Justice Waite’s Definition 
Many years ago, Chief Justice Waite of the Supreme Court defined 
the term in question in more elastic terms. He stated that property 
becomes “clothed with a public interest when used in a manner to 
make it of public consequence and affect the community at large.’’® 
It can readily be seen that this definition grants the state assembly 
far greater authority in dealing with economic problems. 


Mr. Justice Roberts, in the New York case mentioned above, in 
dealing with a price-fixing law similar to the Georgia one, laid down 
the principle that the term “affected with a public interest” applies to 
an industry which “for adequate reason, is subject to control for the 
public good.” Justice Roberts adds that if “the laws passed are seen 
to have a reasonable relation to a proper legislative purpose, and are 
neither arbitrary nor discriminatory, the requirements of due process 
are satisfied.” 


The distinction here between the positions of McReynolds (and 
Georgia) and Roberts (and New Jersey and New York) is a vital one 
in determining the authority of the respective state assemblies on 
economic legislation. 


Important Word 

The word economic is important in this regard. Once the court is 
satisfied that the act is a health measure, all rules, definitions and 
distinctions are disregarded in favor of validity almost per se. Delega- 
tion of authority by the legislatures to medical boards, for example, 
are generally upheld, regardless of how sweeping and arbitrary. But 
if the court sees the statute as primarily economic, it often is acutely 
conscious of rules and distinctions. 


It is an old precept that the legislature may regulate a part of, 
without covering entirely, a field or evil—yet there are numbers of 








® Munn v. Illinois, 94 U. S. 113 (1877). 
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decisions, especially on economic matters, which ignore this precept 
and, in fact, use the reverse to invalidate laws. In one such case, the 
statute required bonds to secure payment of all operators of milk- 
gathering stations, with one exception applying to certain small opera- 
tors who bought only to supplement their own supply. A Maine court 
knocked the statute down, indicating that it could only be justified as 
a health measure if it included all milk buyers, and also all buyers of 
vegetables.’ In another case, a Missouri court invalidated a law which 
prohibited the use of saccharin in nonalcoholic drinks. The court 
stated that the law was arbitrary discrimination, as it did not apply to 
all foods. If saccharin is unwholesome, the court said, then it should 
be prohibited in all foods—so to prohibit it only in soft drinks is to 
discriminate in favor of soft-drink companies using only sugar. On 
the other hand, an Ohio court found such a law perfectly valid.® 


How State Courts Examine Statute for Effect 

Perhaps the best evidence of the way state courts examine a 
statute to determine if the real effect is to discriminate against a par- 
ticular industry rather than to promote public health or guard against 
fraud is to be found in the cases dealing with preservatives. An Illinois 
court upheld a prohibition against sulphurous acid and its derivatives 
in foods, both as a public health measure and as intended to prevent 
deception of purchasers as to the real character of the product.’® Like- 
wise, this court, as well as the United States Supreme Court, held valid 
a prohibition against the use of boric acid in preservatives and food." 
Contrast with these holdings that ina New York case: The New York 
statute forbade the sale of dairy products containing preservatives 
other than salt, sugar or spirituous liquors, in specified instances. The 
court held the law invalid. It found that the act was not aimed at 
adulteration. It stated that the excluded products could be inserted 
for other purposes and were thus only excluded when used as a preserva- 
tive. Since a product is unwholesome, if at all, regardless of the 
reason it is used, it follows, the court reasoned, that this was an eco- 
nomic, not a health regulation.”” 

Thus, the state can regulate preservatives for health reasons, but 
otherwise the law favors one product over another and is invalid. One 





tT See footnote 2. 11 People v. Price, 257 Ill. 587, 101 N. E. 

8 State v. Empire Bottling Company, 261 196 (1913); Price v. Illinois, 238 U. S. 446 
Mo. 300, 168 S. W. 1176 (1914). (1915). 

® Longbrake v. Ohio, 112 Ohio St. 13, 146 122 People v. Biesecker, 169 N. Y. 53, 61 
N. E. 417 (1925). N. E. 990 (1901). 


%” People v. Quality Provision Company, 
367 Ill. 610, 12 N. E. (2d) 615 (1937). 
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can only speculate as to the attitude of this New York court in 1901 
toward food standards. How, for example, would it have decided the 
Quaker Oats case? ** 

Despite the language used in the decision, it is clear that one of 
the real troubles was that only a part of the evil was covered by the 
statute. The lesson is that a statute is safe only if you can keep eco- 
nomic matters in the background. This fact is also demonstrated by 
the attempts to prohibit the manufacture and sale of oleomargarine. 
Both the United States Supreme Court *‘ and state courts ** have upheld 
the right of a state to outlaw oleomargarine in intrastate commerce— 
that is, where the commerce clause of the federal Constitution is not 
involved.’® Yet, the court in Wisconsin struck down such a statute. 
It found that margarine was wholesome and nutritious, and that there 
was no showing of fraud. It based its conclusion on the illegal favor- 
ing of the dairy industry over that of margarine.’ Likewise, a statute 
requiring that oleomargarine be colored pink has been invalidated.** 


It has already been pointed out that courts sometimes use a test 
of reasonableness in construing a statute. Again, it is primarily the 
economic approach which comes into play here. Cases on weight- 
and-measure statutes for such things as bread, beans, and the like 
illustrate this point. In several cases the United States Supreme Court 
has indicated that an “unreasonable” tolerance violates the Fourteenth 
Amendment.’® In a Texas case, the statute required that on certain 
products, including beans, the net weight be plainly marked. The 
marked weight of beans would often be found to be in error due to 
change in the moisture content. The court ruled this law unconsti- 
tutional, saying that the variance was due to causes beyond the control 
of the seller, and so the rule was unreasonable.” 


Different Tests and Contrary Results 


The various decisions mentioned so far make it pretty clear that 
not only do various state courts use different tests for the same situa- 





13 Federal Security Administrator v. (1898); State v. Bruce, 55 W. Va. 384, 47 





Quaker Oats Company, 318 U. S. 218 (1943). 

4% Powell Vv. Pennsylvania, 127 U. S. 678 
(1888). 

% Wright v. State, 88 Md. 436, 41 Atl. 795 
(1898): Butler v. Chambers, 36 Minn. 69, 
30 N. W. 308 (1886). 

% See Schollenberger v. Pennsylvania, 
171 U. S. 1 (1898). 

1 Jelke Company v. Emery, 193 Wis. 311, 
214 N. W. 369 (1927). 

18 Collins v. New Hampshire, 171 U. S. 30 


S. E. 146 (1904). 

~P. F. Petersen Baking Company v. 
Bryan, 290 VU. S. 570 (1934) (evidence 
showed tolerances were reasonable); Jay 
Burns Baking Company v. Bryan, 264 U. S. 
504 (1924) (evidence showed tolerances 
were unreasonable). 

»* Ex parte Lysaght, 97 Tex. Cr. R. 244, 
260 S. W. 860 (1924). In accord: Overt v. 
State, 97 Tex. Cr. R. 202, 260 S. W. 856 
(1924) (flour). See also State v. Curran, 
220 Ala. 4, 124 So. 909 (1929) (bread). 
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tion, but also that they reach contrary results even with the same tests. 
So far as one can be found, I submit that the key to this diversity lies 
in the word “economic.” How far may the legislature go in economic 
matters? Will the court admit that economic matters of 1890 were 
health matters in 1940? 

This point can be demonstrated by a study of the treatment by the 
various courts of the state “filled milk” acts. All of these cases involved 
“filled milk” (skimmed milk with an added substance, such as cocoanut 
oil), and most of them have as a party the Carolene Products Company. 

“Filled milk” is wholesome and nutritious. It was truthfully 
labeled in each case, and the producer made no effort to “palm off.” 
However, it is inferior to whole milk in that it has less of vitamin A— 
a necessary vitamin for babies. The statutes in the various states were 
generally uniform in their wording to the effect that “filled milk” 
was absolutely outlawed. 

The United States Supreme Court upheld such a federal law,” and 
it likewise upheld a similar state law as not violating the federal Con- 
stitution.*? In the latter decision, the Court wrote: 

The power of the legislature “is not to be denied simply because some 
innocent articles or transactions may be found within the proscribed class. The 
inquiry must be whether, considering the end in view, the statute passes the 
bounds of reason and assumes the character of a merely arbitrary fiat.” .. . If 
the character or effect of the article, as intended to be used, “be debatable, the 
legislature is entitled to its own judgment, and that judgment is not to be super- 
seded by the verdict of a jury,” or ... by the personal opinion of judges... . 

The Wisconsin court which, as already mentioned, later was to 
strike down a law prohibiting oleomargarine held the “filled milk” act 
to be constitutional.** It states that there was a reasonable basis 
(health or fraud) on which the legislature could have supported the 
statute, and the court will assume it so did. Thus, the margarine 
statute was a special law favoring the dairy industry, but the “filled 
milk” prohibition was a public health (or fraud) measure. 

Likewise, Kansas ** and Pennsylvania *° courts have upheld “filled 
milk” acts on the basis of public health or fraud. The latter court 
quoted with approval the following words in this regard: 


The test of the reasonableness of a police regulation, prohibiting the making 
and vending of a particular article of food, is not alone whether it is in part 





1U. S. v. Carolene Products Company, 3 State v. Emery, 178 Wis. 147, 189 N. W. 
CCH FOOD DRUG COSMETIC LAW RE- 564 (1922). 
PORTS { 33, 304 U. S. 144 (1938). * Carolene Products Company v. Mohler, 
2 Hebe Company Vv. Shaw, 248 U. S. 297 152 Kan. 2, 102 Pac. (2d) 1044 (1940). 
(1919). *% Carolene Products Company v. Harter, 


329 Pa. 49, 197 Atl. 627 (1938). 
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unwholesome and injurious. If an article of food is of such a character that few 
persons will eat it knowing its real character; if, at the time, it is of such a nature 
that it can be imposed upon the public as an article of food which is in common 
use, and against which there is no prejudice; and if, in addition to this, there 
is probable ground for believing that the only way to prevent the public from 
being defrauded into the purchasing of the counterfeit article for the genuine 
is to prohibit altogether the manufacture and sale of the former,—then we think 
such a prohibition may stand as a reasonable police regulation, although the 
article prohibited is in fact innocuous, and although its production might be 
found beneficial to the public, if in buying it they could distinguish it from the 
production of which it is the imitation. 

On the other hand, courts in Michigan, Nebraska and Illinois,” 
among others, have held such statutes unconstitutional. The basis is 
that the statute is economic regulation, not public-health or fraud. 
Emphasized is the wholesomeness of the product. Later, in Illinois, a 
new statute was enacted proscribing “filled milk,” but with the added 
provision that “filled milk” was “adulterated,” and that its sale was a 
fraud on the public. The court held this act invalid in like manner, 
saying it was a court function to determine if a product was adulterated.” 


The two Illinois decisions illustrate the futility of an objective 
analysis of the argument in a court decision. The statute in the later 
case had been tailored to overcome the weaknesses which the judges 
had pointed out in the older law—yvet the new statute also fell. 


Three Conclusions 


By way of closing this limited study, certain conclusions may be 
drawn. First, it is evident that even in food and drug matters many 
state courts are less liberal in permitting regulation than are the 
federal courts. Second, a strong economic flavor in a statute frightens 
many state courts. Third, it is evident that there is no agreement 
among state courts as to the limits or fences for the police power. 


I suggest that these three conclusions point up the necessity for 
uniform (and, thus, federal) regulation in important fields, and also 
that those who are interested in adequate food and drug laws must 
take a more active part in state and local matters. [The End] 





2° Carolene Products Company v. Thom-_ v. Carolene Products Company, 345 Ill. 166, 
son, 276 Mich. 172, 267 N. W. 608 (1936); 177 N. E. 698 (1931). 
Carolene Products Company v. Banning, ™ Carolene Products Company v. Mc- 
131 Neb. 429, 268 N. W. 313 (1936); People Laughlin, 365 Ill. 62, 5 N. E. (2d) 447 
(1936). 
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Texas Food and Drug Law 


Under State Law, the Texas Livestock Remedy Act Affords Livestock 
More Protection than Food-Drug Law Affords the People, Says the 
Director, Bureau of Food and Drugs, Texas State Health Department 


T THE BEGINNING of the present century, Texas had passed 

through the crude stages of economic development. The wilder- 
ness was conquered, and there was sufficient substance in humanity 
and human activity in the great expanse of Texas to form the basis for 
the beginning of industrial and commercial development, as well as 
the continued development of natural resources. 


There is no exact date at which it can be said that the industrializa- 
tion of Texas began. Manufacturing began with the coming of the 
first white settlers. Mills were built for grinding wheat and corn, and 
the manufacture of lumber began at an early date. The building of a 
connected system of railroads opened the way for industrial develop- 
ment. It was about the beginning of the present century, however, 
that manufacturing industry became a significant part of Texas’ eco- 
nomic development. 


In 1901, Texas had its first really great oil-production discovery, 
and the continued discoveries and development of oil and gas fields have 
done more than any other single factor to hurry Texas along the path 
of industrial progress. 


It was also in the year 1901 that the first two large meat-packing 
plants were built in Texas. There had been a number of small packing 
plants in the state, but it was not until these two industries were estab- 
lished that Texas was fairly launched into the processing of one of its 
most abundantly produced raw materials. The manufacture of cotton 
goods, cottonseed products and flour also received impetus at the 
beginning of the century. 
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By J. F. LAKEY 





Over a long period of years, it was thought that the cotton-textile 
mill was the great opportunity of Texas for industrial development. 
However, the diversion of cotton acreage to other crops opened the 
way for the development of industries that took their raw materials 
from agriculture and, as a result, cotton milling has, in Texas’ in- 
dustrial progress, played a secondary part to the food-processing group 
of industries. This group of industries—food and kindred products— 
led the industries of Texas, and numbered 2,029 establishments in 1947. 


The Thirtieth Texas Legislature—obviously recognizing the transi- 
tion into a new economic and social era, and the necessity for protecting 
the health and welfare of the consuming public, as well as the legitimate 
passed in 1907 House Bill No. 5: 


An Act to prohibit and prevent adulteration, fraud and deception in the 
manufacture and sale of articles of food and drugs, prescribing penalties for 
the violations of this Act, to provide for the appointment of a dairy and food 
commissioner, and to define his powers and duties, and to fix his compensation, 
and to repeal all laws in conflict with the provisions of this Act, and declaring 
an emergency. 





manufacturer 


The act was known as the Blanton Pure Food Law, and was pat- 
terned to some extent after the Federal Pure Food and Drug Law of 
1906. In addition to these general provisions, the act considered and 
provided specific requirements for individual foods, including butter, 
renovated butter, cheese, lard, fruit preserves, fruit jelly, and imita- 
tions of fruit preserves, fruit jellies, etc., also canned or preserved fruits 
and vegetables, coffee, molasses, sorghum syrup, maple syrup, cider, 
honey, extracts, spices, meats, baking powder, seafood products, flour, 
vinegar, milk, skimmed milk, candies or confectioneries, and liquor. 
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The act prohibited the sale of any food containing formaldehyde, 
borax, boric acid, benzoic acid, sulphurous acid, salicylic acid, abrastal, 
beta napthal, fluorine compounds, saccharin or alcohol. 

The act provided for a dairy commissioner, deputy commissioner 
and one stenographer. The office was to be located in a room furnished 
in the College of Industrial Arts, Denton, Texas. The appropriation for 
the enforcement of the act was $5,000 for the two fiscal years, 1907- 
1908—1908-1909. 

The Thirty-first Texas Legislature in 1909 passed House Bill 
No. 28, an act to amend Chapter 39 of the Acts of the General Laws 
of the Thirtieth Legislature : 


: so as to more perfectly prevent the manufacture, sale, or offering 
for sale misbranded or adulterated food and drugs; to prevent the addition of 
injurious drugs or articles to foods; to provide for a dairy and food commis- 
sioner, one stenographer, one assistant chemist, and two inspectors 


The legislature failed to make any major changes in the adultera- 
tion and misbranding provisions of the previous act; however, it did 
set a uniform penalty for violation of any section, the penalty being 
not less than $25 and not more than $200. 

The appropriation for the enforcement of this act was $16,000 as 
salaries for a dairy and food commissioner, assistant chemist, two 
inspectors, a stenographer, expenses for the commissioner, his assistant 
and inspectors, and for the payment of any unpaid salaries or expenses 
that accrued in the enforcement of the 1907 Act. 


The Thirty-second Texas Legislature in 1911 passed Senate Bill 
No. 99, “An Act to prevent adulteration, fraud, and deception, and 
misbranding in the manufacture and sale of articles of food and 
drugs. 

Again, there were no major changes in the adulteration and mis- 
branding provisions of the earlier acts, namely House Bill No. 5 of 
1907 and House Bill No. 28 of 1909. This act, however, did define the 
term “filthy” as applying to food not securely protected from flies, dust, 
dirt and as far as may be necessary by all reasonable means from all 
foreign or injurious contamination. 

A total of $24,300 was appropriated for the fiscal years 1909-1911 
and 1911-13. The office and laboratory of the dairy and food commis- 
sioner was moved from Denton to the State Capitol Building in Austin. 

This law more nearly follows the exact provisions of the Federal 
Food and Drug Law of 1906 than did the first Texas Food and Drug 
Law of 1907. This law did not name specific foods as did the laws of 
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1907 and 1909, but did include the same provisions as set forth in those 
laws—the conditions under which a food or a drug shall be deemed 
to be adulterated or misbranded. The law again defined the duties of 
the dairy and food commissioner, and provided for appointment by the 
commissioner of two assistant chemists, two inspectors and a stenographer. 
Included in the duties of the commissioner was the authority to formu- 
late, publish and enforce such rules and regulations as were deemed 
necessary to enforce the act, and to adopt the standards for food, food | 
products, beverages, drugs, etc., and the method of analysis authorized 
as Official by the United States Department of Agriculture, insofar as 
they are applicable in the light of modern discovery and scientific research. 

The act made it the duty of the different district and county 
attorneys in Texas to file forfeiture and condemnation suits under the 
act at the request of the dairy and food commissioner. The act also 
required : 

All manufacturers of foods and drugs doing business in the State of Texas 
or all such persons who shall bring into and offer for sale within the State 
any article of food or drug shall annually register their firm names and addresses 
with the dairy and food commissioner and shall pay to said commissioner a fee 
of $1.00 for such registration on or before the first day of September of each year. 

This registration fee was to be turned over to the state treasurer 
and set apart as a fund to be known as the Pure Food Fund, which 
fund, or as much thereof as necessary, could, with the advice and 
consent of the governor, be used by the commissioner for paying the 
expenses of the Dairy and Food Department. The dairy and food 
commissioner was authorized to appoint such additional inspectors, 
chemists, clerks and other additional assistants as in his judgment 
might be necessary, whose compensation was to be paid out of the 
registration fees and penalties collected by the commissioner. The 
Dairy and Food Department was required to assist the state board 
of health in such manner and at such times as might be necessary for 
protecting the public health in the state. 

The philosophy behind the movement for a food and drug law was 
perhaps best stated by President Theodore Roosevelt in his annual 
message to Congress on December 5, 1905, in which he stated: “Such 
a law would protect legitimate manufacture and commerce and would 
tend to secure the health and welfare of the consuming public. It should 
prohibit traffic which was designed to injure health or to deceive 
purchasers.” * 





*James F. Hoge, ‘“‘The Drug Law in COSMETIC LAW QUARTERLY, March, 
Historical Perspective,"” 1 FOOD DRUG 1946. 
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The state legislature, considering food and drug legislation during 
three consecutive sessions, namely, 1907, 1909 and 1911, made a sincere 
effort to pass such a law as described by President Roosevelt. The 
provisions of those three successively passed laws were perhaps ade- 
quate to cope with the problems at the time, but inadequate provisions 
were made for the enforcement of those laws. 


Act of 1911 Substantially as Present Texas Food and Drug Law 


Certainly, a law applying to all foods and drugs in a state with 
a land area of 263,644 square miles and a population of 3,896,542 could 
not be adequately enforced with an annual appropriation of $12,150 
and a personnel which included only a food and dairy commissioner, 
two assistant chemists, two inspectors and one stenographer. The 
Act of -1911 for all practical purposes remains unchanged, and is our 
present Texas Food and Drug Law. There have been amendments 
from time to time passed by the Texas Legislature, but none of these 
amendments have made any significant changes in the basic and 
fundamental provisions of the 1911 act. 


The power and duties formerly vested in the director of the Bureau 
of Food and Drugs are now vested in the state health officer to be 
exercised by him or by a division director within his department and 
subject to his control under the terms of the law. 


During the period of time from 1911 to the present time, the popu- 
lation of the State of Texas has increased to 7,711,194. Of the 13 gen- 
eral classifications into which the retail business in Texas is broken 
down, the food group leads in both the number of stores, with 24,217, 
and in total sales volume, with $1;439,928. In other words, Texans 
spend about 22 per cent of their income for food, a percentage not far 
from the national average. Also coming within the provisions of the 
general food and drug law are 17,185 eating and drinking places, 3,305 
drug and proprietary stores, and 2,029 food and kindred food-product 
industries. The various figures quoted do not include the many mis- 
cellaneous establishments of various kinds, such as general stores, 
warehouses, etc., which also come within the scope of food and 
drug legislation. 


As food and drug industries continued to develop, it was obvious 
that the federal law of 1906 and the various state laws were inadequate 
to cope with the many new problems which grew in proportion to the 
industrial progress. New methods of food processing, improved trans- 
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portation and new discoveries in the drug field brought about increased 
difficulty in the carrying out of intent of the law, which was to protect 
the consumer as well as the legitimate manufacturer. 


The leaders in the food and drug field clearly saw the necessity 
for revising those laws, but it was not until 1938 that the federal food 
and drug law was revised. Following the revision of the federal law, 
and since at that time most state laws were admittedly inadequate to 
cope with present-day problems, the urgent need for uniform food 
and drug legislation throughout the United States became more clearly 
understood. It is hard to understand why the Texas Food and Drug 
Law has not been brought up to date and made uniform with the 
federal act of 1938, particularly in view of the industrial progress and 
increased population since 1911. A law that governs the largest industry, 
regulates the two products of greatest value to mankind and protects 
the health of all persons should be kept abreast of the times. There 
is no law on our statute books today that affects as many people over 
as long a period of time as does our food and drug law. Yet, in spite 
of these undeniable facts, the outdated, wholly inadequate Texas Food 
and Drug Law remains unrevised and essentially as passed in 1911. 
Certainly, no realistic-thinking individual would want to return to 
the economical, industrial and environmental conditions which existed 
in 1911. While our economical status has been raised, industrial 
progress advanced almost beyond imagination and environmental con- 
ditions improved to such an extent that certain contagious diseases 
have practically been eliminated, our basic fundamental law regulating 
the two most important products in the world today has remained 
unchanged on our statute books for 41 years. In view of all the 
progress which has been made in all walks of life, why is it necessary 
for the people of Texas to expect and seek protection under a law 
which is admittedly inadequate to afford the consumer protection for 
which it was designed? I would, unquestionably, be derelict in my 
duty if I did not bring into this discussion the provisions of a Texas 
law which was passed as late as 1945, regulating the manufacture and 
sale of livestock remedies. The Texas Livestock Remedy Act affords 
the livestock of Texas greater protection under the law than does our 
state food and drug law afford the people. For verification purposes 
of that statement, the following comparison is made: 


Our food and drug law says that a drug shall be deemed to be 
misbranded (1) if it be an imitation of or offered for sale under the . 
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name of another article; (2) if the contents of the package as originally 
put up shall have been removed in whole or in part and other contents 
shall have been placed in such package, or if the package fails to bear 
a statement on the label of any quantity or proportion of any morphine, 
opium, cocaine, heroin, alpha or beta eucaine, phenacetine, chloroform, 
cannabis indica, chloral hydrate, or acetanilid, or any derivative or 
preparation of any such substance contained therein. 


Provisions of Livestock Remedy Act 


The Texas Livestock Remedy Act states that a livestock remedy 
shall be deemed to be misbranded (a) unless the label bears: (1) the 
name and principal address of the manufacturer or person responsible 
for placing such livestock remedy on the market; (2) the name, brand 
or trademark under which the livestock remedy is sold; (3) the mini- 
mum net contents of the package, lot or parcel (stated by weight in 
the case of solids, by volume in the case of liquids, and by both count 
and weight or volume per dose in the case of dosage forms) ; (4) the 
English name of each active ingredient, except in the case of livestock 
remedies for insecticidal use, the name and percentage of each active 
ingredient together with the total percentage of inert ingredients, or 
the name and percentage of each inert ingredient or the words “active 
ingredients 100 per cent” when the article consists of ingredients all of 
which will prevent, destroy, repel or mitigate insects or parasites; 
(5) adequate directions for use; (6) adequate warnings against use in 
those conditions—whether pathological or normal—where its use may 
be dangerous to health of animals, or against unsafe dosage or methods 
or duration of administration or application, in such manner and form, 
as are necessary for the protection of animals; (b) if the labeling is 
false or misleading in any material particular; (c) if its container is 
so made, formed or filled as to be deceptive or misleading as to amount 
of contents; (d) if it is dangerous to health of animals when used in 
the dosage, or with the frequency or duration prescribed, recommended 
or suggested in the labeling thereof; (e) if any word, statement or 
other information required by or under authority of this act to appear 
on the label or labeling is not prominently placed thereon with such 
conspicuousness (as compared with other words, statements, designs 
or devices in the labeling) and in such terms as to render it likely to 
be read and understood by the ordinary individual under customary 
conditions of purchase and use; (f) provided, however, that any live- 
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stock remedy that is manufactured and distributed under license from 
and under the supervision of the Federal Bureau of Animal Industry 
and in compliance with the regulations of such bureau, shall be deemed 
in compliance with this section of this act. 

The penalty for violating the Texas Food and Drug Law is a fine 
of not less than $25 nor more than $200. The penalty for violating the 
Texas Livestock Remedy Act reads in part as follows: 

Any person who violates any of the provisions of this Act shall be guilty 
of a misdemeanor and shall on conviction thereof be subject to a penalty of 
not more than One Thousand Dollars ($1,000.00) or imprisonment in the county 
jail for not more than one year, or by both such fine and imprisonment. 

Honest and sincere efforts have been made in Texas to get up-to- 
date and uniform food and drug legislation. These efforts have, how- 
ever, met the ever-present inevitable conditions encountered in the 
enactment of regulatory legislation. One group will have a real interest 
and concern for the health and welfare of the consuming public and, 
in addition, personal interests which cause it to seek precautions against 
the so-called administrative or enforcement process. Another group 
will, when legislation is attempted, assert its desire for such legislation, 
and then proceed to insist on crippling amendments. Finally, the 
small, selfish and unscrupulous element is heard, which is always 
opposed to any type of legislation which might interfere with its per- 
sonal greed for monetary enrichment at the expense and detriment of 
its fellow man. 


Case for Stronger, More Efficiently Enforced Law 


The majority of our food and drug industries unquestionably 
desire a stronger and efficiently enforced uniform law against the 
adulteration and misbranding or false advertising of their products for 
many reasons, some of which are necessarily fundamental: First, 
industry is obligated to support such a law in order to protect the con- 
suming public; second, industry requires such a law for its own pro- 
tection ; third, industry requires such a law in order to move its product 
freely in interstate commerce; and, fourth, such a law eliminates 
advantages which may be gained by certain segments of industry 
where nonuniformity in legislation exists. To oppose a law which 


requires no more than purity of composition, informative labeling, 
truthful labeling and safe labeling is equivalent to an admission that 
someone is seeking either for himself or for another individual some 
advantage at the expense of his fellow man. [The End] 





By ROBERT: C. STANFILL 


Investigation of 











ONSIDERABLE publicity has been given to the reports of the 

“Hearings Before the House Select Committee to Investigate 
the Use of Chemicals in Foods and Cosmetics” and to a number of 
statements which have been issued on the subject by the Commissioner 
of Food and Drugs and by others in the Food and Drug Administra- 
tion. Dr. Lehman and his staff have written about the toxicological 
studies on cosmetics and cosmetic ingredients. I will confine my 
remarks to the procedure followed in investigating reports of injury, 
and to a resumé of a few investigations participated in by Phila- 
delphia District. 

It is probable that one or more persons would experience an 
unpleasant or even dangerous reaction to each of the thousands of 
foods, drugs or cosmetics on the market, and their constituents. | 
am hypersensitive to horse serum. Someone else reacts to lanolin, 
or shrimp or strawberries. 


Caustics, certain acids and a number of other chemicals may be 
destructive of tissue and, therefore, are obviously dangerous. There 
are less obviously dangerous ingredients which, if used in cosmetics, 
may in a varying percentage of instances cause dermatitis or other injuries. 


It is necessary for the Food and Drug Administration or other 
appropriate regulatory agency to decide in each reported injury from 
cosmetics whether the injury is chemical poisoning or a frequently 
occurring sensitivity or an isolated case of sensitivity or possibly an 
injury caused by something other than the suspected cosmetic. In 
order to arrive at such a decision it is necessary that investigations be 
made and appropriate facts reported so that an intelligent conclusion 
can be drawn. 
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Cosmetic Injuries 


Mr. Stanfill, Chief of Philadelphia District, FDA, Presented This 
Paper Before the Central Atlantic States Association, at New York 
City Last May. It Was Published in July's Quarterly Bulletin of 
the Association of Food and Drug Officials of the United States 











The Food and Drug Administration receives reports through many 
sources regarding injuries attributed to foods, drugs or cosmetics. 
The sources may include news accounts, complaints from injured per- 
sons, inquiries from attorneys or physicians. Leads are also obtained 
from review of complaints in the files of manufacturers during fac- 
tory inspections. 

Food and drug inspectors assigned to investigate reports of injury 
usually report all the facts which can be readily obtained so that a 
decision can be reached concerning the probable extent that further 
investigation may be necessary. In some instances it may become 
apparent very early that there is no basis for blaming the suspected 
article or that very little additional investigation is necessary. 


The Food and Drug Inspectors’ Manual suggests a number of 
factors that may be significant in either the preliminary or complete 
investigation, such as name and code mark of the product involved; 
name and address of manufacturer and of distributor; when and where 
the article was obtained, the amount, frequency, and manner of use; 
the shade of color, if the article is a cosmetic. 


The inspector is directed to acquire the remaining material from 
the package alleged to have caused the injury, but is cautioned to be 
eareful to report to the Administration for decision before obligating 
the Administration to report to the complainant the results of its 
investigation. 


It is desirable to obtain from the injured person and attending 
physician a brief history of the patient, particularly regarding illnesses 
and other injuries which the, person may have suffered. It is significant 
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whether or not the product was used according to directions, and the 
time interval before use and the onset of symptoms. 


The investigator should give a complete description of the symptoms, 
accompanied by photographs of the injured person if they are available 
and if such photographs would be of significance. The report should 
include the duration of the injury and a description of the injury, if it 
persists, at the time of the interview. 


If the suspected article was applied by anyone other than the 
injured person, information should be obtained, including the name, 
address, and complete details concerning the application or administration. 


Information should be obtained about other articles that may 
have been used and may have caused the injury. If the injured person 
contemplates a damage suit, this fact should be reported because significant 
facts not otherwise available to the investigator are sometimes brought 
out in trials of damage suits. 


Evaluation of Statements 


It is important that the investigator who obtains statements from 
interested persons should evaluate the sincerity and accuracy of the 
statements, and give in his report an opinion as to how much weight 
should be given the statements. 

Other information which may be helpful is what liability insur- 
ance is carried by the beauty shop, distributor or manufacturer, includ- 
ing the name and address of the insurance company, whether or not 
the insurance representative has investigated the case, the policy num- 
ber and any other pertinent facts. 

It may be desirable to collect a sample from the lot of which the 
suspected package was a part. 

The report of investigation should contain such information as the 
names and addresses of all persons who may have any connection with 
the case, including the name of the injured person, the physician, 
attorney, insurance representative, salesman, or beauty-parlor opera- 
tor or manager. 


In most instances, cosmetics will not bear ingredient declarations 
on the label; therefore, it may be necessary to wire or phone the facts 
to the appropriate federal, state or local official so that an investigation 
can be made at the manufacturing plant. 
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Inquiries to Be Made of Manufacturer 


Information which should be obtained from the manufacturer 
includes the following: 


(1) The manufacturing formula. 
(2) List of raw materials on hand. 


(3) Comparison of the formula used in the suspected article with 
the formula now used and with formulae used in other batches. Report 
of how long the article has been on the market, amount produced and 
distribution rate. 

(4) If any changes have been made in formula or processing 
methods, the facts should be obtained and reported. Find out whether 
toxicity tests were run, and report details. 


(5) Review and records of all complaints of injury. 


(6) Ascertainment of whether or not liability insurance is carried 
and with what insurance companies. 

(7) Names and addresses of complainants, and dates and nature 
of complaints. 

(8) Report of rejections of shipments and the reasons. Find out 
if the reasons are traceable to “control conditions.” 

(9) Report of names and addresses of warehouses, wholesale dis- 
tributors, department stores, agents or other distributors so that further 
investigations can be made of possible injuries and so that a recall or 
embargo program can be monitored if required. 

(10) Find out, if possible, whether errors or accidental contamina- 
tion have occurred in the plant ; whether such incidents were discovered 
before or after goods were shipped out; and, if not discovered until 
after shipment, whether output was recalled. If so, how. Give an 
estimate of the efficiency of the recall. 

A description and evaluation of manufacturing control, laboratory 
control, control numbers and the key to the coding system may prove 
to be very informative and helpful. 

Philadelphia District personnel have followed up many complaints 
of injury from such cosmetics as eyelash dyes, deodorants, depilatories, 
shampoo, makeup colors, permanent-wave solutions, hair lacquer, and 
others. Some investigations have included comprehensive factory 
inspections, and some have resulted in recall of large quantities of 


cosmetics. 
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Now let us discuss some of these investigations of reported injuries 
from cosmetics. 


Dandruff Treatment Shampoo 


A manufacturer in Philadelphia, Pennsylvania, prepared a product 
to contain 0.5 per cent lauryl isoquinolinum bromide-17 per cent 
polyoxethylene alkyl phenol. A shipment was seized in possession of 
a wholesale dealer in beauty products at Washington, D. C. The firm 
decided to let the seizure go by default, and a decree of condemnation 
was executed by destruction of the shampoo. The firm agreed to and 
did voluntarily recall outstanding stocks from consumer channels and 
changed the formula. 


When 1/10 ml portions of the shampoo were instilled into the 
eyes of rabbits by the Division of Pharmacology, Food and Drug 
Administration, the product caused connective tissue scarring and 
opacity of the cornea. The reaction was less severe than that caused 
by “Purity Cross” shampoo which was the subject of regulatory action 
and recall about the same time. In actual use by humans, the acute 
pain following accidental introduction of the undiluted shampoo into 
the eye occurs so slowly that washing out of the eye is not prompt 
enough to insure that severe damage would be prevented. 


Three complaints are known to the firm and to the Food and 
Drug Administration. No pharmacological tests were conducted by 
the firm before the product was marketed. The formula has now been 
revised and animal tests indicate the product to be satisfactory. 


On August 21, 1951, the Administration advised the firm that the 
shampoo was considered a dangerous cosmetic capable of causing 
severe injury to the eyes, and suggested removal of the product from 
the market. After pharmacological tests demonstrated the deleterious 
nature of the shampoo and after confirmation by tests conducted for 
the firm by Dr. Herman Shelanski of the Industrial Toxicological 
Laboratories, Philadelphia, Pennsylvania, the firm agreed to a general 
recall of the product from the market. 


Eyelash and Brow Color 


Before the Federal Food, Drug, and Cosmetic Act of 1938 became 
effective, widespread publicity was given the photographs of a beautiful 
woman who was totally and permanently blinded by Lash-Lure—a 
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paraphenylene diamine dye. Leroy K. Payne, trading as Andree 
Laboratories, Coatesville, Pennsylvania, knew about this unfortunate 
incident. He also knew his own brother had entered a plea of nolo 
contendere and had been placed on probation for shipping a similar 
dangerous cosmetic in interstate commerce. 

Nevertheless, Payne marketed Eyelash and Brow Colure, and 
received several reports of injury to beauty-parlor clients to whose 
eyelashes and brows this paraphenylene diamine dye was applied. 

After receiving a notice of hearing, Payne destroyed his stock of 
dye and pledged that he would not sell any more. The article was so 
profitable, however, that Payne resumed the manufacture and sale of 
it. He was prosecuted, found guilty, and was sentenced to 90 days in 
a county jail. He was paroled after serving a month, and was placed 
on probation for three years (47-483 D FDC 2085). 


Deodorants 

A large cosmetic concern in Philadelphia, Pennsylvania, marketed 
Deo-Deodorant for several years, during which time complaints were 
received at the rate of one for each 100,000 jars distributed. Some 
customers complained that the deodorant was not effective; therefore, 
a change in formula was made. The percentage of complaints increased 
from one in 100,000 to one in 2,600 jars sold. Consulting chemists 
were employed after the complaints increased. One attributed the 
increase in complaints to individuak idiosyncrasies to propylene glycol 
monostearate. The other blamed addition of a phenol compound, 
but no definite cause of the irritations was ever decided upon by 
the firm. 

After the Food and Drug Administration pointed out the fact that 
tests on samples of Deo showed it to be a primary irritant, and urged 
a recall, the firm recovered and destroyed 107,000 jars—about one third 
of the output in which the irritating formula was used. 

A few weeks ago, Philadelphia District received a complaint that 
a 14-year-old girl suffered severe injury following the use of a deodorant 
which she had not used before. A history and diagnosis was obtained 
from the attending physician, a sample of the remaining material was 
collected, and a history was obtained from the girl and her family. 
With the permission of the girl and her mother, photographs were 
taken by one of our women chemists, showing sores in the armpit, side, 
shoulders, arm, breast and hand. The condition was diagnosed as 
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hidradenitis suppurative—a disease of the sweat glands marked by the 
development of one or more cutaneous shot-like nodules, which gradually 
enlarge to the size of a pea, and undergo softening and suppuration 
with subsequent discharge. 


Examination showed the deodorant to be a gel-like compound of 
alcohol and soap. The active ingredients were G-4 and G-11 (Hexa- 
chlorophene), totaling 1 per cent of the product. The examination 
did not disclose any ingredient which is harmful to users generally, 
but there are a few individuals who are sensitive to G-11, in which cases 
all contact with the material should be avoided. The case strongly 
suggests sensitization, especially since the rash was quite general 
over the upper body trunk—when in fact, application had been limited 
to the axillae. 


Fingernail Base Coats 


During 1948 and 1949, there were in medical journals, the lay 
press, and the mail and telephone calls of Food and Drug Administra- 
tion district offices a number of reports dealing with the injurious 
action of fingernail base coats. The Toilet Goods Association, Inc. 
made a survey and pointed out that they were convinced that continued 
sale of these products constituted a danger to public health. Phila- 
delphia District files contain a number of reports of injury from 
“Everon,” “Perma-Nail,” etc. One lawyer gave a typical description: 

The nature of the injury in question is that my client’s finger tips became 
very sore and swollen, the nails badly discolored, and the nails have become 
loose from the flesh. 

We could mention many more investigations of reported injuries 
from cosmetics, but the ones referred to illustrate the point. Among 
the other types of cosmetics involved in reported injuries and some 
phase of the follow-up investigation, we have investigated permanent- 
wave solutions, depilatories, a whisker-removing paste, and makeup 
paint manufactured from house-paint pigments. 


Regardless of the type of cosmetic suspected of causing injury, 
it is helpful to the regulatory agency to have a complete history; 
samples of the material allegedly causing the injury, and part of the 
parent lot ; information concerning other injuries ; composition ; changes 
in formulae ; and information as to whether pretesting had been fol- 
lowed, and whether contamination or substitution of ingredients 
were likely. [The End] 











From His Experiences in Teaching the First 
Undergraduate Course in Food and Drug Law 
at Stanford University, the Author Evaluates 


Food and Drug Law 
in the School Curriculum 


By WAYNE D. HUDSON 


I SHALL TAKE only a little time, for my paper is brief. The sub- 

ject of food and drug law in the law-school curriculum is, however, 
a big one. A comprehensive discussion of the subject would necessarily 
have to be extensive. Such a discussion might properly begin with 
the question of what food and drug law is. This, itself, does not have 
a ready answer. 

An adequate treatment of this subject would attempt to assess 
the very considerable importance of this law in our society. The 
effect of this law upon the economics of our country, upon the health 
of our people, and the ramifications of this law which go to the very 
heart of our political thinking are of commanding import. Too, such 
a discussion might well emphasize the effect which the study of this 
subject has in stimulating the student to think upon the social problems 
of the day. 

I shall not attempt any such comprehensive treatment of my sub- 
ject. I should hesitate to attempt further to enlighten this audience on 
the matters mentioned. I should, however, in reporting to you on my 
experience at Stanford, like to point out how, for other reasons, a 
course in food and drug law serves a valuable pedagogical function— 
a valuable function, that is, in turning out graduates adequately pre- 
pared to take their place in the work-a-day world of legal practice. 

Much has been written in recent years about the need for moderniz- 
ing legal education. The law schools stand indicted for maintaining a 
curriculum standardized in the nineteenth century. 

It is true that the so-called fundamentals—contracts, torts, equity, 
property and procedure—remain the basic subjects of the law school 
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Mr. Hudson, Who Taught the Food-Drug 
Course at Stanford Last Year, is Now 
Assistant Attorney General of California 











curriculum. Today’s law student is predominently occupied in study- 
ing, by case method, the judicially prescribed rules of the common law. 
Perhaps it is appropriate for this to remain the core of legal training. 


It seems an anachronism, however, that it is still possible for students 
to graduate from many of our accredited law schools without having 


taken a single course in public law, without any knowledge of adminis- 
trative law. 


It is, of course, manifest that the source of law has not been static 
over the past half-century. Laws, once primarily the product of courts 
in their creative development of the common law, are now in large part 
the product of legislative assemblies and administrative rule-making 
bodies. Today, the judiciary is but one of three agencies of adjudica- 
tion. In the commercial and labor areas of private law, arbitration 
is increasingly preferred over resort to the courts. In public law, 
administrative tribunals decide many times more issues than the courts. 


As Need for Administrative Agency Powers Grows, So Grows Need 
for Appropriately Trained Counsel 


Administrative agencies give continuous attention and supervision 
to areas of the public need with which the regular branches of govern- 
ment, operating with traditional formalism and rigidity, cannot cope. 
The impact of the power of these agencies is a commonplace of con- 
temporary government. These agencies, though subordinate to the 
legislative and judicial branches of the government, nevertheless exert 
in the aggregate a vast power to promulgate, construe and enforce 
rules having the force of law. The exercise of these powers—and the 
defense against their arbitrary and unlawful exercise—presents a con- 
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stant stream of legal questions. In the day-to-day operation of modern 
business, there is a constant need for practical negotiation and settle- 
ment with administrative agencies. There is an attendant need for a 
large body of appropriately trained lawyers, both for the government 
service and to represent the cause of industry. 

As a positive step taken to meet a recognized need, the Stanford 
Law School has, among other things, instituted a course on food and 
drug law. The course is a four-credit-unit seminar. This seminar 
was begun last year on an experimental basis in cooperation with the 
Food Law Institute, a public service corporation under the leadership 
of Mr. Charles Wesley Dunn. 


Important Place of Food-Drug Law Course 


As suggested earlier, the inclusion of such a course in an already- 
crowded curriculum does not rest on its substantive importance alone. 
The seminar has a place ina larger scheme. 

Stanford offers general courses in administrative law and in trade 
regulation. These courses, alone, fall short of the mark. A general 
course in administrative law is necessarily limited to questions of power 
and procedure. A general course in trade regulation merely hits the 
high spots of several of the regulatory statutes now on the books. 
Neither of these courses provides a comprehensive view of one agency 
or one area of regulation. Even so, most agree that the study of one 
agency regulating one industry is the best gateway to understanding 
the whole field. 

The seminar on food and drug law seeks to serve that pedagogical 
function in addition to serving its objective of teaching the content of 
the food and drug law. The food and drug industry is an excellent 
vehicle for this purpose. This industry is by far the largest in the 
country. It is located generally throughout the nation rather than 
being concentrated in a local area. The federal legislation dealing 
with food and drugs is largely within one statute and administered 
by one agency. The states have similar legislation plus a host of 
special laws on food and drugs. These state laws are for the most part 
administered by one or two distinct state agencies. Furthermore, the 
subject matter of this law hits close to home with every student with 
the consequent advantage of engaging and maintaining his interest. 


In its first year the food and drug law seminar had an enrollment 
of 16. This is a maximum number for effective seminar participation. 
The seminar was spread over two academic quarters. 
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First Half of Course 


The first half of the course was devoted to a comprehensive treat- 
ment of the Federal Food, Drug, and Cosmetic Act. Its historical 
perspective, legislative history, substantive provisions, administra- 
tive regulations, and enforcement were considered. The collection of 
cases, statutes, regulations, statements of policy, and forms contained 
in the two volumes of Kleinfeld and Dunn, Federal Food, Drug, and 
Cosmetic Act (1938-1949; 1949-1950), provided excellent materials for 
this phase of the course. 


Second Half 

The second half of the course was devoted to the presentation and 
discussion of papers prepared by the members of the class. The 
papers dealt with problems under state law, as well as under federal 
law. All papers were mimeographed so that each student might have 
a copy before him during the class discussion. 

The student topics were varied. One student dealt with regula- 
tions concerning the California wine industry. Another wrote on the 
question of restitution as an enforcement remedy. Another dealt with 
consumer recovery in food-products liability cases. One worked on 
the aesthetic standard in food law, part of the research for which was 
done by questionnaire in several of the university dormitories. Another 
presented the complex problems involving imitation foods, and was 
entitled “Neither Fish nor Fowl nor Good Red Herring.’ Others 
dealt with such questions as the extension of federal power, the con- 
cept of labeling, res judicata, conflicting agency jurisdiction, factory 
inspection, and criminal liability without wrongful intent. 

During the course the class took one field trip. They spent one 
afternoon in the laboratories and offices of San Francisco District of 
the Federal Food and Drug Administration. This proved to be an 
interesting and educational afternoon for them. This one afternoon 
will, I daresay, serve as a root for future amicable settlements to the 
benefit of both industry and government.* 





The Mendocino Indians live on the north- 
ern coast of California. It appears that in 
early times this tribe was annually afflicted 
with a dread malady. Members of the 
tribe became very sick, and many died. 
Characteristic of this tribe was a love of 
shellfish. Finally, a wise old chief made 
the association. The dread malady occurred 


* The host on this visit was the genial 
and able Mr. McKay McKinnon, Chief of 
San Francisco District. Mr. McKinnon is 
a chemist by training and a lawyer by 
osmosis. A scholar himself, he was on this 
occasion faced with 16 others who were in 
the pursuit of knowledge. He thought it 


appropriate, therefore, to begin the after- 


noon with some instruction on a historical 
aspect of food law: 


when the water of the shellfish bed was 
(Footnote continued on next page) 
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Course Wins Plaudits of Students Participating 


At the end of the course, the views of the participating students 
were solicited by questionnaire. Their report indicated that in all 
cases the course had either met or exceeded their expectations. The 
course, they said, added substantially to their understanding of 
the administrative process. They thought the course valuable for the 
subject matter itself and especially valuable for the insight afforded 
into governmental regulation in general. They agreed that the seminar 
makes a substantial contribution to the law-school curriculum. 

The experiment of this seminar may be considered a success. 
Stanford Law School plans its continuance as a part of the appropriate 
recognition in legal pedagogy of the significance of administrative law 
in general, and the food and drug industry in particular. [The End] 


e MISREPRESENTATION ORDERS AND COMPLAINTS °¢ 


Diathermy device . . . The seller of a diathermy device would be 
required to stop advertising for sale his device for applying high-fre- 
quency electrical currents to produce heat in body tissues—such device 
being intended for use in the home for treatment of self-diagnosed 
diseases, such as neuritis, sinus and rheumatism—unless each advertise- 
ment clearly and conspicuously reveals that the device is not safe for 
use in the home until a competent medical authority has determined by 
diagnoses that the use of diathermy is indicated, has prescribed the fre- 
quency and rate of application thereof, and the user has been adequately 
instructed in its use by a trained technician. (Initial order issued Aug- 
ust 28, 1952; released September 19, 1952.) 


Hair and scalp treatment Various advertisements of a hair 
and scalp treatment disseminated by respondent to the effect that its 
methods will prevent baldness, cause the growth of hair on bald heads, 
and eliminate dandruff and oily scalp permanently, have been challenged 
as false. (Complaint issued September 4, 1952; released September 23, 
1952.) 

Medicinal preparation . . . Sellers of a medicinal preparation have 
stipulated with the Federal Trade Commission that they will clearly 
and conspicuously reveal in advertising that takers of such medicinal 
preparation should “follow the label” and “avoid excessive use.” (Re- 
leased September 27, 1952.)—CCH Trapt Recutation Reports § 11,191; 


q 11,196; J 11,204. 





down to the water. The brave on guard 
raised his hand, saying: “Ugh, red 
water!’’ The old chief, seeing no particu- 


(Footnote continued from preceding page) 
red in color. It is now known that this 
coloration is caused by the poisonous ex- 





udate of a tiny crustacean. The old chief 
stationed a guard over the shellfish beds. 
When the water was red, no one was 
allowed to eat shellfish. This is said to be 
the first instance of food law in America. 

One day, however, the old chief had an 
intense desire for some shellfish. He went 


lar discoloration, brushed the brave aside, 
gorged himself with shellfish and conse- 
quently died of food poisoning. This is 
said to be America’s first instance of 
political interference with the enforce- 
ment of food law. 





By CHARLES S. RHYNE 
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Penalty Through 
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Harris & Ewing 


HERE were several climactic moments in the many-faceted 
Mytinger & Casselberry litigation. But certainly one of the most 
dramatic was the action of the Food and Drug Administration, in Oc- 
tober, 1950, in filing with the United States District Court in Los An- 
geles an amended complaint for injunction asking nothing less than 
that the defendants be required to restore to the purchasers of their 
product the sums they had paid for it. In an article published last year, 
Miss Selma Levine, one of the FDA’s attorneys, recalled that I, as 
counsel for Mytinger & Casselberry, Inc., reacted explosively to this 
action, labeling it a “cheap publicity stunt.”* Miss Levine has her 
own label for food and drug restitution: She calls it “a new enforce- 
ment sanction”; “a new and potentially powerful enforcement tool.” * ) 
I think that both labels are accurate, but Miss Levine’s is certainly . 
more significant in the present discussion. Publicity stunts come and 
go, but one wonders how a mew enforcement sanction arises without 
benefit of statute. 


A note in a recent issue of the Stanford Law Review ® also refers 
to restitution as a “new remedy” and the restitution prayer in the 
Mytinger & Casselberry case as action which “may indicate a new era in 
Federal Food, Drug and Cosmetic Act enforcement.” 


Now, I am not aware that Congress has taken any “new” action 
since 1938 to add restitution to the enforcement powers of the Food and 
Drug Administration. One would assume that restitution, if available 





1 Levine, ‘‘Restitution—A New Enforce- (July, 1952). This unsigned Note, which 
ment Sanction,”” 6 FOOD DRUG COS- adopts FDA's views, quotes and refers to 
METIC LAW JOURNAL 503 (July, 1951). private letters and briefs from FDA coun- 

2 Work cited, footnote 1—title and p. 504. sel. No effort at impartial weighing of 
(Italics supplied.) both sides was made by seeking briefs or 

* “Restitution in Food and Drug En-_ views of counsel for Mytinger & Cassel- 
forcement,’’ 4 Stanford Law Review 519 berry, Inc. 
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The Author, a Member of the District of Columbia Bar, Protests Federal- 
Agency Imposition of Penalty by Claiming ‘‘Nonexistent Power."’ He Ad- 
dressed ABA's Division of Food, Drug and Cosmetic Law on September 17 


at all, has been available at least since that time. If so, it lurked fora 
long time deep in the shadows; no one ever heard of restitution in food 
and drug litigation until October, 1950. 

I submit that it was never heard of because it was never there. | 
further submit that it is wholly preposterous to suggest that the FDA, 
by the mere device of filing an amended pleading in a pending suit, can 
create a “new” remedy and open up “a new era in Federal Food, Drug 
and Cosmetic Act enforcement.” I adhere to my perhaps old-fashioned 
conviction that legislation is the function of the Congress. 


FDA's Outstanding Record Gives No Right 
to Usurp Legislative Power 


Lest I seem to be unduly critical as I go along here, I want to say 
that I join all who applaud FDA for its outstanding record in protect- 
ing the public against adulterated, misbranded and dangerous prod- 
ucts. But in offering what I believe is constructive criticism of one of 
FDA’s big mistakes, I say that a good record and good intentions are 
no substitute for statutory power. I sincerely feel that in reaching out 
for a restitution power not conferred upon it by the Congress, FDA 
has gone ’way beyond its statutory authority. All of FDA’s good works 
cannot confer upon that agency the right to usurp the powers of Con- 
gress, as I will show you it, in fact, did on this claim of restitution 
powers. 


667 
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While much has been written and said by others about the M yt- 
inger & Casselberry litigation, I have up until now confined my writing 
and speaking in this matter to the courts. In speaking now about a 
claim which FDA abandoned rather than litigated, I do want to point 
out to you specialists in this field that we litigated many procedural 
points not covered in the reported decisions—points which I believe 
are of greater value to those in legal contests with FDA than this 
abandoned restitution claim. I hope some of the future writers on this 
litigation will devote their energies to those procedural decisions, as 
they are precedents which I consider to be of lasting benefit to prac- 
titioners in this field of law. 


Term Explained 


Before going on to present my case as to the unavailability and 
impropriety of restitution, I should like to state my reasons for believ- 
ing that my label, “cheap publicity stunt,” is, in its way, as accurate a 
description of the restitution prayer in the Mytinger & Casselberry suit 
as was Miss Levine’s adjective “new.” Mytinger & Casselberry got the 
full treatment—an indictment, an injunction suit and multiple seizures, 
11 in all, with many more planned before a court injunction called a 
halt to FDA’s seizure program. But the company refused to die as, ap- 
parently, manufacturers are expected to do when FDA moves against 
them. It struck back with a suit against the ranking officials of the 
Food and Drug Administration and the Federal Security Agency, al- 
leging that these officials had acted arbitrarily, capriciously, oppres- 
sively and illegally. 

Judge David A. Pine of Steel case fame, in rendering the initial 
decision * in this litigation said FDA’s actions were “unfair,” “drastic,” 
“Shocking” and “harsh,” and held the multiple seizures illegally au- 
thorized by FDA officials when Oscar Ewing, Administrator of the 
Federal Security Agency, is the official authorized by law to act. FDA 
did not appeal Judge Pine’s decision. Instead it had the Acting Ad- 
ministrator of FSA authorize seizures. Mytinger & Casselberry, Inc. 
amended its complaint to add an allegation of unconstitutionality of the 
multiple-seizure provisions of the Act to the claim of arbitrary and 
illegal actions. FDA then asked the Supreme Court to prohibit a trial 
on the merits of these claims. By an eight-to-one vote that Court de- 





*See Mytinger & Casselberry, Inc. v. 
Ewing, et al., 87 F. Supp. 650, 659. 
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nied FDA’s petition.’ <A long trial was then had before a three-judge 
statutory court in the District of Columbia—the only trial, I want to 
emphasize, that was ever had of the merits of the charge that Mytinger 
& Casselberry’s product, Nutrilite Food Supplement, had been sold un- 
der misleading labeling and that FDA officials had acted arbitrarily, 
capriciously and unlawfully. I assume that this audience is familiar 
with that court’s findings of fact: They are reported at 87 F. Supp. 650. 
The court held the challenged statutory provision unconstitutional as 
applied to Nutrilite. Furthermore, they found as a fact that Nutrilite 
was not misrepresented; its labeling was given a clean bill of health. 
But this court did something more; it administered a rebuke to the 
officials of the Food and Drug Administration as stinging as it was 
unprecedented. In proceeding as they had against Mytinger & Cassel- 
berry, Inc., FDA officials, said this court, acted “capriciously, arbi- 
trarily, unreasonably, oppressively and unlawfully.” 


I have always believed that the restitution prayer of a year and 
a half later was evoked by the stigma of this language. It is too much 
of a coincidence that after 12 years during which more than 25,000 
cases of alleged statutory violation were filed—most alleging much 
more serious charges—Mytinger & Casselberry, Inc., was singled out 
by FDA as defendant for FDA’s first claim of restitution. The word 
“stigma,” incidentally, might sound familiar to some of you. It is not 
my word: It comes from one whom I have always sincerely admired, 
ex-Commissioner Dunbar. He used it before this very group two years 
ago. Let me quote from a deposition I took from the then-Commis- 
sioner Dunbar, in March, 1951, after the restitution prayer had been 


filed. I asked him: 


Q. Have you ever referred to those findings of fact as stigmatizing the offi- 
cials, like yourself, in the Food and Drug Administration? 
He responded: 


A. Yes. I think I made a speech in which I referred to that. You probably 
heard it. In fact, I think you were sitting on a front seat grinning at me like a 
Cheshire cat. 


I admit that I was grinning. 


As we all know, the decision of the three-judge court was over- 
turned by the Supreme Court in May, 1950. The constitutionality of 
the challenged multiple-seizure provision was upheld. But the dis- 





5In re Federal Security Administrator 6 339 U. S. 594. 
and the Attorney General of the United 
States, 337 U. S. 902 (1949). 
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trict court’s findings of fact were left undisturbed. The “stigma”—if 
I may again borrow that wonderfully appropriate phrase—remained. 
Now the Supreme Court’s decision was of interest to the profession 
chiefly because it settled a controverted point of constitutional law. 
But its principal immediate effect on the litigants was to stimulate the 
whole dispute into a most active status again. An injunction suit was 
still pending in Los Angeles. Both sides prepared to retry in that ac- 
tion the labeling and unlawful-FDA-conduct issues, which had been 
decided in Mytinger & Casselberry’s favor in the District of Columbia. 
On October 16, 1950, the Supreme Court denied a motion for rehearing. 
A week later, on October 23, the amended complaint, containing the 
restitution prayer, was filed. 


The first intimation I had that it was to be filed came from news 
reporters who called to say that the Food and Drug Administration 
had released the information that it was going to take $10 million 
from my client, Mytinger & Casselberry, Inc. Obviously, a publicity 
pitch of the first magnitude was in the making. Asked my opinion by 
newspaper reporters, I replied that I regarded the claim as a “cheap 
publicity stunt.” I knew, and FDA counsel knew, that it had no basis 
in fact or law, that no Nutrilite purchaser had asked for his money 
back. FDA officials testified at the trial before three federal judges 
that no purchaser or consumer had complained to FDA of injury or 
damage from Nutrilite or its labeling. Indeed, it turned out that the 
complaint did not even allege that any person had purchased Nutrilite 
in reliance on the alleged misrepresentations in its labeling. Even after 
the restitution prayer was filed, not a single Nutrilite customer came 
forward to claim his money back or testify against the company. I do 
not know whether the restitution prayer was intended to stir up liti- 
gation between Mytinger & Casselberry and its customers. I do 
know that if it was so designed it was a failure. 


But if it was designed to penalize the firm by publicity, it was a 
conspicuous success. The FDA news story received a lot of publicity 
because of the $10 million label, which publicity-wise FDA had care- 
fully placed upon it. Since FDA had used publicity in its prior moves 
to inflict great damage, I was well aware of its capacities in this regard.’ 


We all know that in the consent decree which terminated the 
Nutrilite litigation, no mention was made of restitution. I wonder if I 
can tell my clients that by agreeing to the consent decree we saved 





™The three-judge federal court found FDA penalizing Mytinger & Casselberry, 
that other publicity had been initiated by Inc. (87 F. Supp. 650, 660.) 
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them $10 million because FDA agreed to waive the restitution claim. 
We could hardly tell them that we persuaded FDA to waive restitution, 
for the fact of the matter is that restitution was never mentioned 
seriously during the negotiations leading up to the consent decree. 
I think the restitution prayer in the Nutrilite case had two purposes: to 
destigmatize the Food and Drug Administration and to inflict punish- 
ment by publicity on Mytinger & Casselberry. Thus are “new” enforce- 
ment sanctions born. 


Before leaving the consent decree, let me say that if you will read 
it you will find it is not a one-sided document. It gave Mytinger & 
Casselberry a long list of affirmative claims they could make for their 
product.* It gives them the right, but not the duty, of clearing all new 
labeling in advance with FDA. This right they have exercised to the 
utmost and, while FDA has been extremely conservative in its com- 
ments, and we believe in error in some, this advance clearance should 
avoid further controversy over Nutrilite’s labeling. The consent decree 
also gives Mytinger & Casselberry many other rights never before 
achieved by any litigant against whom FDA has proceeded in its 
40 years of enforcement action in this field. The indictment was dis- 
missed, and the libel cases withdrawn. When Miss Levine recited 
FDA’s allegations in her article she neglected to say that those were 
mere allegations which FDA had never proved—allegations which in 
fact, as is pointed out above, were held to be without basis in fact by 
the only court ever to pass upon them. She made no pretense at 
impartiality by reciting the allegations against FDA of arbitrary, 
capricious and unlawful action—allegations which three federal judges 
found well-founded in fact. But I believe those allegations against 
FDA had as much to do with the filing of the restitution claim as the 
allegations Miss Levine did set forth. 


Jurisdiction to Order Restitution Not Conferred by Act 


But to move to the more important abstract question: Do the 
United States District Courts have jurisdiction to order restitution 
in a suit brought under Section 302 (a) of the Federal Food, Drug, and 
Cosmetic Act? We know that the Act makes no express provision 
for restitution. Incidentally, Commissioner Dunbar admitted, in March, 
1951, five months after the filing of the restitution prayer in the 





8 Lev, “‘The Nutrilite Consent Decree,”’ 
7 FOOD DRUG COSMETIC LAW JOUR- 
NAL 56 (January, 1952). 
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Mytinger & Casselberry suit, in the deposition already referred to, that 
he knew of no express provision of the Act which authorized restitu- 
tion nor did he know of any legislative history to support the idea. 
In other depositions taken after the filing of the restitution claim, I 
asked and received similar answers from other FDA officials. Nor 
can any of the other proponents of restitution point to a single word 
in the long legislative history of the Act to support their contention. 


The Act confers jurisdiction “to restrain . . . violations of 
section 301.” As was ably pointed out in an article by Mr. John B. 
Buckley, Jr.,° in the same issue of the Foop Druc Cosmetic Law 
JouRNAL in which Miss Levine’s article appeared, injunctions can be 
classified as affirmative or negative. The injunction authorized by 
Section 302 is explicitly of the latter type, which is to say that it may 
not properly be an order for the doing of an affirmative act or a grant 
of affirmative relief. In the well-known case of Hygrade Food Products 
Corporation v. U. S.,’° Judge Gardner said: 

The jurisdiction of the court, however ,is limited to restraining violations of 
Section 331, and that is the introduction or delivery for introduction into inter- 
state commerce of products that are adulterated or misbranded. An injunction is 
primarily a preventive remedy; it looks to the future rather than to the past. It is 
not for the purpose of punishing for wrongful acts already committed. 

But, argue the proponents of restitution, a court acting under 
Section 302 acts as a court of equity and may utilize any or all of the 
traditional equitable powers to achieve the proper result; restitution 
is a traditional equitable remedy: therefore, a court acting under Sec- 
tion 302 may order restitution. At least the argument has the virtue 
of succinctness. To blast it I can do no better than to refer you to the 
very excellent treatment it was given by Mr. John Philip Noland, Jr., 
who has written the only other article’ I know of, besides Miss 
Levine’s and the Stanford Law Review note, on food and drug price 
restitution. Mr. Noland—a product of Mr. Charles Wesley Dunn’s 
great Food Law Institute (he, in fact, wrote his article as a part of 
Mr. Dunn’s course)—like me, believes no federal agency can usurp 
power to create law. He, too, is opposed to the ideas of Miss Levine 
and the Stanford Law Review. Like me, he cannot find any legal war- 
rant for restitution. He thinks, as I do, that a federal agency claiming 
drastic powers must find express authority for its claim in a law 





®* Buckley, ‘‘Injunction Proceedings,’’ 6 tion Re-examined,’’ 7 FOOD DRUG COS- 
FOOD DRUG COSMETIC LAW JOURNAL METIC LAW JOURNAL 390 (June, 1952). 
515 (July, 1951). See, however, the discussion in Lev, work 

160 F. (2d) 816 (CCA-8, 1947). cited at footnote 8, pp. 65-67. 

1 Noland, ‘‘Section 302 (a) of the Federal 
Food, Drug, and Cosmetic Act: Restitu- 
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adopted by the Congress. “The equity jurisdiction of federal courts,” 
Mr. Noland points out, “is derived from the Constitution and laws of 
the United States, and those alone.” ?* Federal courts may employ 
traditional equitable powers—where it appears that Congress intended 
them to have such powers. To quote again from Mr. Noland: “There 
is no primrose path by which to beseech the equitable compassions of 
a court to grant restitution (or other equitable relief) in the teeth of 
a jurisdictional statute.” ?* Section 302 (a) is a jurisdictional statute. 
It reads that the district court “shall have jurisdiction . . . .” What 
kind of jurisdiction? Jurisdiction to “restrain.” Jurisdiction to com- 
pel restitution can hardly be said to be comprehended in a grant of 
jurisdiction to “restrain.” 





Rent and Labor Act Decisions Do Not Support FDA 


This, it seems to me, should dispose of the question. But the 
proponents of restitution seek support in action taken under other 
statutes, especially under the rent control acts and the Fair Labor 
Standards Act. They point to the decision of the Supreme Court in 
Porter v. Warner Holding Company.** In that case, the government sought 
an injunction against the defendant landlord’s continuing to collect 
over-ceiling rents and also sought a decree requiring him to make 
restitution “to such persons as are entitled thereto” of past excessive 
rents. Suit was brought under a statute which authorized “a per- 
manent or temporary injunction, restraining order or other order.” 
The Supreme Court in a five-to-three decision held that the district court 
had jurisdiction to order restitution ; a decree of restitution, it held, was a 
proper “other order’ within the meaning of the statute. Now Mr. 
Justice Murphy’s opinion did emphasize the broad and flexible nature 
of equity’s powers, particularly where the public interest is involved; 
but the decision of the court was placed squarely on the “other order” 
provision of the statute. In the later case of U. S. v. Moore,** the Court 
explicitly said that the Warner decision upheld restitution as an “other 
order.” There is, of course, no such provision in the Federal Food, 
Drug, and Cosmetic Act. 


But the restitutionists rely also on some cases arising under the 
Fair Labor Standards Act. Prior to its amendment in the Eighty-first 





Footnote 11, page 392. % Section 205 (a), Emergency Price Con- 
% Footnote 11, page 392. trol Act of 1942 (56 Stat. 23, 33). (Italics 
4 328 U.S. 395 (1946). supplied.) 


6 340 U. S. 616 (1951). 
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Congress, Section 17 of that statute was similar in phrasing to Sec- 
tion 302 (a) of the Federal Food, Drug, and Cosmetic Act; it gave the 
district courts jurisdiction to restrain violations of the minimum-wage 
and maximum-hour provisions of the act. Various lower federal 
courts held that there was jurisdiction under Section 17 to order 
restitution of illegally withheld wages.’** The Supreme Court never 
ruled on the question; indeed, in McComb v. Jacksonville Paper Com- 
pany,** it expressly left the question open. 

The question is no longer open, however; it was settled 
the restitutionists—by the Eighty-first Congress, which amended Sec- 
tion 17 to provide that restitution was not authorized under it. The 
note on food-and-drug restitution in the Stanford Law Review seeks to 
preserve the value of the Fair Labor Standards Act as an analogy with 
the statement that there was no indication that its amendment was 
intended to be declaratory of the law existing prior to the amendment. 
It appears, however, that the authors of that note did not look care- 
fully enough. But Mr. Noland did, and came up with the revealing 
statement, made during debate, that restitution under Section 17 was 
“something that the Congress never intended when it originally passed 
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However, even if we assume that restitution was authorized by 
the original Section 17 of the Fair Labor Standards Act, it does not 
follow that it is also authorized by Section 302 (a) of the Food and 
Drug Act. The Fair Labor Standards Act specifically authorized the 
employee himself to sue for wages. He had, undeniably, a personal 
cause of action. Is there a personal cause of action in the purchaser 
of a misbranded food or drug? 


Finding of Misbranding Does Not Establish Right to Restitution 


Granted, equity can relieve against contracts induced by fraud or 
by material misrepresentation which was in fact relied upon. But a 
determination that a product is misbranded within the meaning of the 
Federal Food, Drug, and Cosmetic Act does not require proof of fraud 
and it is mot equivalent to a determination that any purchaser was 
misled. Previously, this distinction has been considered rather im- 





McComb v. Norriss, 177 F. (2d) 357 18 336 U. S. 187 (1949). 
(CA-4, 1949): McComb v. Frank Scerbo & 1%” Congressional Record (August 8, 1949), 
Sons, Inc., 177 F. (2d) 137 (CA-2, 1949); Pp. 11217, quoted in Noland, work cited, 
Walling v. O’Grady, 146 F. (2d) 422 page 386. See text of amendment, 63 Stat. 
(CCA-2, 1944); Walling v. Miller, 138 F. 919 (1949); 29 USC Section 216 (c) (1951 
(2d) 629 (CCA-8, 1943); Fleming v. Alder- Supp.). 
man, 51 F. Supp. 800 (DC Conn., 1943). 
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portant by those charged with enforcement of the Act. Certainly it 
has been carefully observed by those charged with its interpretation. 
The court in U. S. v. Obrecht,?° held that a decision to issue a Section 
302 (a) injunction doesn’t depend upon whether anyone has been 
actually harmed or deceived but upon whether, as an objective matter, 
the labeling is false or misleading. You will recall also that in the 
decision which the Supreme Court reversed in the Quaker Oats ** case, 
one of the reasons why the Administrator’s order had been set aside 
was lack of evidence that any individual had in fact been confused 
or misled. 


Nevertheless, it appears to be the position of the Food and Drug 
Administration that a suit for restitution would be one on behalf of the 
purchasers of the product. A letter from Mr. William Goodrich, 
Chief Counsel of FDA, which has received the endorsement of Mr. 
George P. Larrick, Deputy Commissioner of Food and Drugs, and 
which says exactly that, is set forth in the note in the Stanford Law 
Review.** If the suit is on the purchaser’s behalf, it would seem, 
according to the most elementary principles of our jurisprudence, that 
it would have to be established that the purchaser had a judicially 
cognizable right. 


Miss Levine writes that “no one could quarrel with the propriety, 
from the standpoint of ordinary fairness, of requiring violators of the 
Federal Food, Drug, and Cosmetic Act to return to consumers money 
extracted from them by false and misleading claims.” ** This state- 
ment, I submit, begs the fundamental question—whether a violation 
of the Act establishes ipso facto a private right—and reveals one of the 
major fallacies in the restitution proposal. 





Questions which would normally suggest themselves to a lawyer 
are apparently to be of no importance in the application of this new 
remedy—questions, for example, such as: 

Which, if any, purchasers actually relied on the improper labeling 
and were misled by it? 

Were any of the sales not transactions in interstate commerce? 


Did any consumer purchase the product for a purpose for which 
it was actually efficacious and actually benefit from it? 





2 (DC Md., 1945), reported in Kleinfeld (1943), reversing 129 F. (2d) 76 (CCA-7, 
and Dunn, Federal Food, Drug, and Cos- 1943). 
metic Act, 1938-1949, p. 456. 2 Footnote 3, pp. 531, 535. 

"Federal Security Administrator’ v. % Levine, work cited, footnote 1, p. 513. 
Quaker Oats Company, 318 U. S. 218, 226 
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Did any purchasers buy the product on the advice of a physician 
or on the recommendation of persons in no way connected with the 
defendant ? 

Did any purchasers buy it for a purpose different from its intended 
purpose as set out in its labeling? 

Considerations such as these are apparently to be of no importance. 
It is to be enough that a customer bought the product somewhere, 
somehow, for some purpose. If he bought it, and if it is later judicially 
found on objective considerations to be misbranded, he gets his money back. 


Existence of Practical Objections 


One might wonder why the proponents of restitution are reluctant 


to concede that a court proposing to issue such a decree must be pre- 


pared to bring into court all persons who would have an interest in 
the proposed decree—until one realizes that the number of persons 
who would then be involved in the suit might well mean as grotesque 
and unmanageable a lawsuit as has ever been imagined. Nutrilite, 
for example, has many thousands of purchasers. The feasibility of 
administration and enforcement of the decree has always been a prime 
consideration in the mind of the judge in equity. Yet, the Supreme 
Court has indicated, in the Warner Holding Company case on which the 
restitutionists rely, that the court must be prepared to bring a!l these 
parties in. No firm rule developed during the era of wartime rent 
control, but at least one lower court held that restitution of rents could 
not be ordered without the tenants’ being made parties.** 





Nevertheless, Miss Levine suggests that to “verify the claim of 
every person who purchased a product under false and misleading 
claims may be difficult but not insurmountable.” ** Apparently, this 
verification is to be only to ascertain who were, in fact, purchasers. 
Miss Levine does not suggest that the claimants be required to prove 
either federal jurisdiction or that they actually relied on false or mis- 
leading representations. If every such person were to be required to 
prove a cause of action, the problem would indeed be “insurmountable.” 
But unless a judicial determination that a product is misbranded in 
violation of the Act is per se a determination also that each purchaser 
has a right to restitution, it is a problem which the advocates of 
restitution must be prepared to meet. 





*% Woods v. Baker, 84 F. Supp. 339 (DC * Levine, work cited, footnote 1, p. 513. 
La., 1949); cf. 10 A. L. R. (2d) 249, 297. 
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Restitution Not Required in Order to Obtain Act’s Objectives 


They can’t meet it by attempting to draw analogies between the 
proposed food-and-drug restitution and the restitution available as an 
express statutory right under the rent and wage laws. Violation of 
the rent and wage laws does establish ipso facto a right of recovery in 
a definite class of individuals. Addition of these individuals as parties 
—or even consideration of their rights without their being added as 
parties—would not change the basic question before the court or vary 
the quantum of proof on the fundamental issue. Their rights depend 
upon whether the statute has been violated. No act of theirs is 
required ; their state of mind is not an issue; there is no question of 
reliance or lack of reliance, no issue as to misrepresentations and 
their effect. 


An exaction of excessive rents or a withholding of prescribed 
wages is not only a federal offense and an affront to the public interest ; 
it is also a personal wrong. In these cases, the act which violates the 
law also violates individual rights. A rent overcharge or an illegal 
withholding of wages is not only an enjoinable statutory violation, it 
is also a complete offense against specific individuals. Misbranding, 
on the other hand, while it is an enjoinable statutory violation, may 
or may not be a tort, breach of contract or violation of a statute-given 
right as to any or all of the purchasers of the product. A determina- 
tion that a product is misbranded is not equivalent to a determination 
that individual purchasers have a right to restitution of the price paid. 
Sut a determination that less than minimum wages have been paid is 
equivalent to a determination that the employees are entitled to specific 
sums of money. 


It is not a sufficient answer to point out, as the restitutionists do, 
that a decree of restitution “is primarily concerned with the vindica- 
tion of public, not private, rights, and is designed to effectuate statu- 
tory policies.” ** Of course, that is so, But in every case in which 
restitution has been ordered at the suit of the United States or one 
of its officials, vindication of the public right has coincided exactly 
with vindication of private rights. The courts have pointed this out. 
For example, in Porter v. Warner Holding Company, above, Mr. Justice 
Murphy said that in seeking restitution the government was asking 





2 Levine, work cited, footnote 1, p. 512; 
see also Stanford Law Review, cited at 
footnote 3, pp. 528-529. 
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the court to act in the public interest by restoring the status quo “and 
ordering the return of that which rightfully belongs to the purchaser 
or tenant.” When McComb v. Frank Scerbo & Sons, Inc., above, was 
being tried before the district court, Judge Medina noted that the 
action was in substance one to recover amounts due the employees. 
When the case was affirmed by the Second Circuit all three judges— 
and each one of them wrote an opinion—noted that the Wage and 
Hour Administrator was representing both the employee and the public 
interest. The exact coincidence of public and private rights is lacking 
in the case of misbranding of a food or drug. In the food-and-drug 
Situation, vindication of the public interest does not necessarily, or 
even probably, coincide with vindication of any private rights. Viola- 
tion of that Act, unlike a violation of the Fair Labor Standards Act, 
does not perforce establish a right to restitution in any individual. 


The distinctions go deeper. Section 13 of the Fair Labor Standards 
Act requires the doing of certain acts. It can with logic be contended 
that the power to restrain a violation of that section necessarily implies 
the power to require the doing of the affirmative acts it prescribes. 
This is the approach taken in Fleming v. Alderman, 51 F. Supp. 800. 
Because of the very nature of that act, restraining power under it could 
with reason, and without undue paradox, have been considered to 
include power to order the doing of affirmative acts. Section 301 of 
the Federal Food, Drug, and Cosmetic Act, on the other hand, is con- 
cerned exclusively with prevention. Power to restrain a failure to do 
an affirmative act may well be considered to include power to require 
the doing of that act. But the converse is not true. Power to restrain 
the doing of prohibited acts does not as a matter of logical necessity 
include power to require the doing of any affirmative act. 


The payment of prescribed sums of money is the essence and pur- 
pose of the Fair Labor Standards Act, and also of rent and price 
control laws. Effectuation of the policies of these laws requires the 
payment of the proper sums. But the Federal Food, Drug, and 
Cosmetic Act is not concerned with payment of money. Its purpose, 
or as much of it as is relevant here, is to prevent misbranding; that 
purpose can be accomplished by a restraining order. In the Federal 
Food, Drug, and Cosmetic Act, therefore, the power to restrain implies 
no more than it expresses and there is no authority in any court to 
decree restitution as an incident of a decree of injunction against mis- 
branding. There is only authority to restrain the misbranding. 
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I should have liked to have been able to have gone on at greater 
length to discuss the restitution proposal—for example, the implica- 
tions of the conflict among the restitutionists themselves as to whether 
the measure of the payments ordered should be the full purchase price 
or only the defendant’s profit. I should have liked to have discussed 
how such a theory of agency creation of law to fit particular persons 
or cases would apply in such matters as Federal Trade Commission 
findings of misleading advertising. When FTC finds that a cigarette 
or drug manufacturer goes too far in its advertising, can all who used 
the product get their money back, regardless of the product’s merits 
and all other considerations? Can FTC proceed to “make” the same 


“restitution” law as FDA? 


I should particularly have liked to discuss in more detail the 
practical aspects of food-and-drug restitution and the unusual circum- 
stance that for the five years while the Act was under consideration 
and for 12 years thereafter it was not mentioned by any person in 
writing anywhere. I would have liked to dwell at length on legisla- 
tive history—the absence of it here and its presence when Congress 
authorized restitution in other acts. I hope that I have said enough 
to bring you with me to my conclusion that the sanction or penalty 
of restitution is unavailable under the Federal Food, Drug, and Cosmetic 
Act. As much as FDA might like to pick out certain persons for 
infliction of this restitution penalty, such FDA desires have not up 
to now been held to be a substitute for statutory power. 


An editorial in Drug Trade News of November 27, 1950, in conclud- 
ing that FDA’s “revolutionary” development of the restitution idea is 
a “drastic proposal” which should not be “engrafted upon the Act, 
either by FDA ruling or by judicial sanction” also said: 


Congress is the law making body, although many administrative agencies in 
Washington seem oblivious to this fact. There has been altogether too much 
extension of Federal law through administrative usurpation coupled with the 
hunch that the courts can be counted on to go along. 


The legislative history of the Food, Drug, and Cosmetic Act, the 
language of that Act, FDA’s own construction of that Act for the 12 
years prior to the “stigmatizing” findings in the Mytinger & Cassel- 
berry, Inc. case, the decisions of the courts upon the Act’s injunctive 
power, and plain logic all refute FDA’s claim of statutory power to 
create claims for restitution. 
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We are still a government of laws—not of men—in spite of some 
trends in recent years. In the Steel case ** Judge Pine and the Supreme 
Court agreed upon at least one thing: Not even the President of the 
United States can act without a law authorizing his action. As good 
as they are—and all applaud them for their tremendous efforts in pro- 
tecting the public—not even the officials of the FDA have risen to the 
point where they can lift themselves by their own bootstraps and 
declare as law that which they desire to fit a particular person or case. 
They, too, along with President Truman, must await Congressional 
authority. I believe the Steel case laid at rest the doctrine of inherent 
powers in our country for a long, long time. [The End] 


© SUPREME COURT ACTION ON ANTITRUST CASES °¢ 


Inducing and receiving price discriminations under the Robinson- 
Patman Price Discrimination Act will be considered in one of the anti- 
trust cases which the United States Supreme Court has agreed to review 
during its new 1952 term. The case, Automatic Canteen Company v. 
Federal Trade Commission, involves the burden of proof in such cases. 
In another FTC case, that agency will seek the reversal of a ruling set- 
ting aside its order in Motion Picture Advertising Service Company, which 
concerns exclusive-screening contracts made by producers of advertising 
films. The government, in U. S. v. Crescent Amusement Company, will 
attempt to reverse a trial court’s refusal to modify the provisions of a 
prior judgment and to punish the defendants for civil contempt. 


The Minneapolis-Honeywell case, held over from the 1951 term, is 
tentatively scheduled for argument. Alleged price discrimination result- 
ing from the use of a quantity-discount schedule is at issue. 


Eight antitrust cases were disposed of by the Supreme Court. 
Review was denied in the following cases: Anheuser-Busch, Inc. v. 
Kainz; Coast v. Hunt Oil Company; Colon v. FTC; Crummer Company v. 
du Pont; Kobe, Inc. v. Dempsey Pump Company; Lichtenstein v. FTC; 
Providence Fruit and Produce Building, Inc. v. Gamco, Inc.; and Ruddy 
Brook Clothes, Inc. v. British and Foreign Marine Insurance Company, Ltd. 


Meanwhile, two other antitrust cases have been docketed. The 
conviction of two defendants for conspiring to fix prices, allegedly based 
on circumstantial evidence, is sought to be reviewed in C-O-Two Fire 
Equipment Company v. U. S. A newspaper publishing company is 
seeking review of a ruling that it had violated Sections 1 and 2 of the 
Sherman Antitrust Act by entering into certain newspaper advertising 
contracts with advertisers. The case is Times-Picayune Publishing Com- 
pany v. U. S—CCH Trave Recutation Reports, No. 252, October 23, 1952. 





27 Youngstown Sheet & Tube Company v. 
Sawyer, 72 S. Ct. 863 (June 2, 1952). 

















How One Canner Handles 
Product-Liability Claims 


By MELVIN E. MENSOR 


Evidence of Merit of National Canners Association Claims Serv- 
ice, Says the Writer, Is Satisfaction of Retailers and Whole- 
salers with It. He Spoke at the ABA Meeting on September 17 


T THE OUTSET I WISH it to be understood that I do not pur- 
port to speak on behalf of the canning industry or on behalf of any 
trade association in that field. Nevertheless, on product-liability claims 
there appears to be a basic policy that most canners have individually 
come to adopt. That policy warrants exploration. My comments, 
however, reflect only the experience of one major canner with regard 
to product-liability matters—that of California Packing Corporation, 
packer of canned fruits, vegetables and other products under the 
“Del Monte” trade-mark. 

During the five years that I have been associated with California 
Packing Corporation, I have been impressed with its method of handling 
product-liability cases. I am hopeful that its experience will be of 
interest to you and possibly of value to some of you or to some of 
your clients. 


Corporate Legal Departments 
You might be interested in knowing something about the legal 
department of California Packing Corporation, one of the largest 
canners of fruits and vegetables in the world.' 





1 Parenthetically, attention ought to be 
called to the booklet entitled Corporate 
Legal Departments, published in January, 
1950, by the National Industrial Confer- 
ence Board, Inc., 247 Park Avenue, New 
York 17, New York. This brochure, con- 


sisting of 31 printed letter-size pages, ap- 
parently is the first attempt to study the 
organization and operation of the corpo- 
rate legal department, and contains the 
results of a survey of 52 corporate legal 
departments under the auspices of the 
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Mr. Mensor is Manager of the Legal De- 
partment, California Packing Corporation 











We do not have a vast legal department. Lest my recital of how 
it functions becomes distorted, and so that you do not wrongly assume 
that we have a battery of lawyers, I will state that the normal comple- 
ment of attorneys in our department is the nice round number of two. 
Obviously, the method which we follow in handling product-liability 
cases does not envisage a large legal department. 


Origin of Complaints 


Any honest packer of foods will acknowledge that processing 
techniques have not reached, and probably never will reach, a state of 
perfection that assures the absolute impossibility of a defective food 
item leaving the packer’s plant. Thus, there are bound to be some 
bona-fide product-liability cases. On the other hand, there will also 
inevitably be fraudulent claims, honest but exaggerated claims and 
honest but mistaken claims. Experience has demonstrated that of 
those claims which allege illness caused by consumption of canned 
foods, a very high percentage are unfounded, whether honest or 
fraudulent. This statement can safely be applied to canned foods as 
a class without undue reliance upon the rigor of quality control con- 
ducted by the manufacturer both because the fundamental nature of 
the canning process requires that the product be sterilized and because 








American Bar Association. The size of pany with 61 attorneys employs only 32.000 
the legal departments varies from depart- employees. Many factors account for the 
ments with two attorneys to those with extreme variations in size of corporate 
more than 60 attorneys. Two of the com-_ legal departments. To those of you in- 
panies with two attorneys each in their’ terested in the organization and operation 
legal departments employ approximately of corporate legal departments, this study 
30,000 employees each, whereas one com- can be commended. 
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the canned food is protected against reinfection, since it is enclosed in 
a hermetically sealed container. Adequate performance of these two 
steps prevents the product from serving as a carrier of pathogenic 
bacteria. Inadequacy of either of these steps is a very rare occurrence 
in present-day canning operations and when it does occur, a very 
high percentage of the cans involved will either be self-destroyed by 
manifest spoilage before they reach the consumer or will have developed 
gross signs of spoilage, easily discernable when the can is opened. 


Superstitions also play a part in the genesis of sickness claims 
leveled at canned foods. Here the chief offender is the popular notion 
that once a can of food is opened, it will rapidly become dangerous 
if the product is not promptly removed to another container. This is 
entirely fallacious. The simple fact is that only when the can is opened 
does the canned food become subject to the conditions which would 
render it perishable if it were not canned, and it is usable with safety 
when stored in an opened can for at least as long as the freshly cooked 
product could be stored under similar conditions in any container 
whether a dish, a pan or a plate. 


An excellent source on the general subject of canning technology 
is The Canned Food Reference Manual (Third Edition), a publica- 
tion of the American Can Company Research Division. At page 291 
the following appears: 


In the past, canned foods have been indicted by the post hoc, propter hoc 
procedure—as one authority so aptly expressed it . . . Jordan, Food Poisoning 
and Food-Borne Infection, Second Edition, University of Chicago Press, Chicago, 
1931—without benefit of laboratory test or scientific procedure. Due to the 
widespread consumption of canned foods, it often happens that a canned product 
was consumed at the last meal, or just prior to the last meal before the illness 
occurred. Thus, the “after this, therefore this” method of incrimination has been 
applied to canned foods without following the recognized procedure required to 
establish the responsibility of any one food. 


Again, on page 290, this work states: 


: the freshly opened can has been described as the cleanest container in 
the kitchen, and canned foods have been aptly designated as “the safest foods 
coming to the American table.” .. . Rosenau, Preventive Medicine and Hygiene, 
Sixth Edition, Appleton-Century, New York, 1935. 


Claims Involving Foreign Substances 


Those experienced with food product claims have long since 
become persuaded that almost without exception where a foreign sub- 
stance is found in a food product, the consumer is seldom actually 
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injured by what is present, but potential discomfort comes from think- 
ing about its presence. There is no physical injury, but merely a 
psychological impact on someone’s esthetic sensibilities. 


No one has ever been hurt by the presence of a stray leaf or 
what is officially called “harmless extraneous vegetable matter.” 
Nevertheless, there are unfortunately some consumers who upon dis- 
covering that they have consumed a portion of a can of peas in which 
they might find a piece of leaf, or a few discolered peas, immediately 
feel the pangs of a nonexistent serious illness. Even recognizing that 
there is such a thing as a psychosomatic illness, it is usually impossible 
to distinguish between what might be a real case and a flagrantly 
exaggerated claim. 

Ten years ago some observations were made that have equal 
validity today: 

It is the belief of the present writers that a high percentage of food products 
liability claims either are not based upon the actual bona fide finding of deleteri- 
ous substances in the food product in question, or embody a considerable amount 
of malingering and exaggeration of the alleged ill consequences of the eating 


or drinking of the alleged deleterious substances. : 
In short, certain elements of fraud entered into the claims.” 


Types of Investigations 

Our method of handling product-liability complaints falls into two 
categories: (1) informal investigation by sales representatives and 
(2) formal investigations by trained investigators. Little need be said 
at this juncture with regard to the former. In the interests of con- 
tinuity, however, some detailed consideration is in order with respect 
to formal investigations. 

As is true of most canners, California Packing Corporation is a 
member of National Canners Association. That association, called by 
canners the “NCA,” has developed for its members and for distribu- 
tors of their products a comprehensive service which provides without 
additional charge for the investigation of complaints of illness or injury 
ascribed to members’ products. This service also provides for the 
employment of legal counsel, without charge to the members, for the 
defense of suits for damages which, in the opinion of the association’s 
general counsel, are unfounded or unjust. 

The fundamental purpose of NCA’s activities in the investigation 
of complaints, and in contesting those which are believed to be 





2See James M. Guiher and Stanley C. Cases,"’ 1 FOOD DRUG COSMETIC LAW 
Morris, ‘‘Handling Food Products Liability QUARTERLY 109, at pp. 124-125, 127. 
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unfounded and which result in a law suit, is to protect the integrity 
and reputation of canned foods generally. If unfounded or unjustified 
claims are permitted to go unchecked, the reputation of and public 
confidence in the products of the industry will suffer. It is for this 
reason that NCA seeks to provide for its individual members and the 
distributors of their products full and complete investigation of com- 
plaints, appraisal of the merits of claims for damages, and legal defense 
of suits in which unjust or unfounded claims for damages are made. 


This service had its inception not long after the organization of 
NCA in 1907. By 1923 the making of fraudulent or exaggerated 
damage claims was becoming a “racket,” and it was in that year that 
the association first undertook to retain for canners in each case inde- 
pendent legal counsel to defend suits based on unfounded or fraudu- 
lent claims. As a further extension of the service, NCA established 
in 1932 a trust fund—set aside under the terms of a trust indenture 
prescribing the conditions under which it can be used, in the discre- 
tion of the trustees—for the payment of that part of a judgment (or 
settlement) against a canner or distributor in excess of $1,000. A 
maximum in any case of $24,000 is established. There is a further 
provision providing for discretionary relief in the case of any canner 
whose judgments or settlements in any calendar year exceed the 
aggregate of $5,000. To the extent that such aggregate consists of 
judgments of not less than $100 nor more than $1,000, the amount of 
the excess over $5,000, but not exceeding $20,000, may be paid by the 
trustees. In 20 years of administration of this trust indenture, there 
has been paid out by the trustees approximately $35,000, all but about 
$6,000 of which came out of interest earned by the fund. The largest 
judgment for the plaintiff in any one case handled by the NCA claims 
division was slightly in excess of $20,000, which judgment was subse- 
quently compromised for $10,000. This was one of the more serious 
cases in which a contribution was made by the trustees. 


The policy of NCA in recommending that its members contest 
unwarranted claims for damages is based upon these considerations: 


(1) The association maintains a service fully competent to appraise 
the merit of complaints and claims. 

(2) Thirty years’ experience of this service has demonstrated 
that a large proportion of the claims are either grossly exaggerated 
or fraudulent. 
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(3) Settlement of claims on any basis other than their merit 
simply breeds more claims, creates more expense, and jeopardizes the 
reputation of the products of the individual canner and the industry 
as a whole. 


(4) Vigorous resistance against unwarranted claims is the only 
effective way to discourage the claim racket. The policy of resisting 
such claims has two principal objectives: first, to avoid paying tribute 
in individual cases; second, to expose by investigation and scientific 
evidence the unjustified character of such claims. Another factor to 
be considered is the cumulative effect on the public mind resulting 
from an industry’s manifestation of confidence in the wholesomeness 
of its products. 


If not carefully and intelligently handled, these claims may result 
in court decisions or settlements that establish dangerous precedents 
and lead to a great increase in this form of racket. It must be evident 
to anyone who has given much thought to this subject that the settling 
of an unjust or unfounded claim without careful investigation is a 
dangerous and short-sighted policy. 


The association believes that the welfare of the canning industry 
as a whole, as well as the reputation of an individual canner, can best 
be safeguarded by united and organized effort to investigate every 
claim carefully, and not by the indiscriminate paying or compromising 
of claims, irrespective of their merits. 


This same belief is shared by other food processors and their 
counsel. For example, an eminent member of this section—Bradshaw 
Mintener—has stated: 


We have also found that an immediate, thorough and aggressive investigation 
of the facts, and the securing, if possible, of a portion of the complained-of 
product together with the original package or the code marks therefrom, as soon 
as possible after hearing of a claim, materially helps our successful defense 
of these cases. 

Our experience has also demonstrated the value of a rigid policy of con- 
testing and defending cases of this kind, rather than settling or compromising 
them, particularly where the claim involved is of a serious nature, on its face, 
and such settlement or compromise is likely to encourage other similar claims.’ 


The association will find and engage regularly practicing inde- 
pendent lawyers to defend suits of this kind, whether the member is 
being sued directly or whether the suit is against the distributor or 





***Food Products Liability Law,’’ 1 
FOOD DRUG COSMETIC LAW QUAR- 
TERLY 96, 106 (March, 1946). 
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grocer who has sold the member’s canned product involved in the 
suit, provided, however, that the general counsel of the association 
believes the claim to be unjustified and that it should be contested, and 
provided, further, that the member requests the association to defend 
the suit and agrees to pay any judgment that may be rendered against 
the defendant. The association will pay the fees and necessary expenses 
of the lawyers engaged by it. The association will engage the services 
of and pay the fees and expenses of expert medical and bacteriological 
witnesses if such are considered necessary by the lawyer selected by 
the association to handle the case. ; 


The association does not pay the traveling expenses, incurred in 
connection with the suit, of members or distributors involved, or of 
any of their officers or employees. Neither does the association pay 
any counsel fees, except to counsel employed by the association and 
for services authorized by the association. The association does not 
pay stenographic, commissioners’ or counsel fees incurred in the tak- 
ing of depositions of members, or of any of the officers or employees 
of members. 


So much, then, for the types of investigations which California 


Packing Corporation utilizes, and the facilities available for the mak- 
ing of formal investigations. 


The first step in dealing with product complaints is to separate 
the wheat from the chaff. Let us follow in outline form what happens 
in a typical instance of a complaint involving a “Del Monte” product. 
Mrs. Consumer purchases a can of “Del Monte” peas from the corner 
grocer. She has some grievance, such as illness or injury, which she 
attributes to the “Del Monte” peas, and she either complains to the 
grocer or she writes directly to us. If the complaint was registered 
with the grocer, he refers the same to us. The letter of complaint is 
preliminarily screened by our mailing department, and if it is of 
apparent minor nature, it is referred to our quality control department ; 
otherwise, it comes to the legal department. A second screening of 
the letter takes place in the department receiving the letter and if it 
should be referred to the other department, that is done. 

We are now considering the letter which is to be handled by the legal 
department. The attorney examines the letter to determine which 
course of action to pursue: (1) informal investigation or (2) formal 
investigation. This depends primarily upon the apparent gravity of 
the complaint as portrayed by Mrs. Consumer’s letter. If it appears 
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that the claimed damage is slight, an informal investigation is decided 
upon. If informal investigation by sales people fails to dispose of an 
asserted claim, formal investigation usually follows. 


Formal Investigations 


(1) Corporate Policy.—I have deferred discussing corporate policy 
with respect to product-liability matters until such time as the minor 
complaint procedure had been passed because, although the same policy 
applies, it is of less significance in those cases. Basically, of course, 
our aim is preservation of the good will on which the success of our 
business depends. It is paramount that Mrs. Consumer know that 
we are genuinely interested in having called to our attention any 
defects in our products, in order that the same may be avoided in the 
future. It is also important that she know in a general way the modern 
procedures and safeguards which we employ to prevent such defects. 


Of almost equal importance—to the aim of protection of good 
will—is the suppression of fraudulent claims. In this respect, our 
policy is identical to the NCA objectives previously described. Finally, 
it is our policy to make the consumer whole with respect to any out- 
of-pocket expense attributable to any defect in our products. Fre- 
quently we do this voluntarily, without any demand from the consumer, 
where our investigation indicates that there was some fault on our 
part and the consumer in good faith incurred a medical or other 
expense, even though it may not have been strictly warranted. 


(2) Development of the Facts —lf Mrs. Consumer’s letter was such 
as originally to warrant formal investigation—or if informal investiga- 
tion indicated the need for formal investigation—Mrs. Consumer is 
advised that her complaint is being referred to NCA for investigation. 
Of course, in some instances instead of having the complaint reported 
to us by Mrs. Consumer, we hear directly from her attorney, suggest- 
ing that if we have a products-liability insurer the latter should con- 
tact the attorney for possible amicable settlement. Our experience has 
been that the truly meritorious complaint of an honest complainant 
is rarely referred to an attorney immediately. In other words, by and 
large, the consumer who rushes to an attorney before lodging her 
complaint is usually one who is seeking to capitalize on the situation 
and to extract as large a nuisance value as possible. 
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Upon receipt from us of the original and copies of complainant’s 
letter, NCA generally arranges for a thorough investigation by per- 
sonnel specially instructed regarding the investigation of canned-food 
claims. In some instances, NCA instead employs local counsel to 
handle the investigation. Approximately one week after we advise 
Mrs. Consumer to expect an NCA representative, the investigator 
calls upon her. He has been furnished with questionnaire forms for 
sickness * and foreign-substance cases, respectively, for answers of 
the complainant and of the attending physician, on separate forms. 
These forms have been carefully prepared by NCA’s general counsel 
and are designed to develop all of the pertinent facts under the signa- 
ture of the complainant and the physician. Once in a while, Mrs. Con- 
sumer will refuse to sign the form, but even in these cases she will 
usually admit the answers are true and a copy is left with her. Need- 
less to say, when we are aware that an attorney is involved, the 
investigator first contacts the attorney and obtains permission to inter- 
view Mrs. Consumer. Usually this permission is granted, although 
sometimes the interview takes place in the attorney’s office and, in rare 
instances, he refuses to allow her to sign the completed questionnaire. 
In those rare instances where the attorney refuses to cooperate and 
we are unable to develop the facts, we are compelled immediately to 
deny liability. 


In addition to interviewing Mrs. Consumer and the physician or 
dentist, if any, the investigator calls upon witnesses, the grocer and 
the employer if loss of wages is alleged. Signed statements from all of 
these persons are obtained, usually without difficulty. Of course, 
where hospitalization is alleged, efforts are made to examine such 
records. If Mrs. Consumer still has the complaint can and any of its 
contents, the investigator is able in most cases to obtain the same 
against a receipt calling for return of the exhibits if requested by Mrs. 
Consumer or her lawyer. Our products have code markings embossed 
on the lid and the investigator most always is able to obtain one or two 
unopened cans bearing the same code mark from the grocer. All of 
these exhibits are sent to the NCA and are analyzed in its laboratory 
(which is one of the finest in the world for canned-foods analysis) for 
the purpose of identification of foreign substances, condition of the 
container with respect to possible faulty closure or other defect, 





4These forms have been commended by Ph. D., M. D., Professor of Bacteriology 
and reproduced in Food Poisoning, (Re- and Director of the Food Research Insti. 
vised Edition), pp. 4/7, by G. M. Dack, tute of the University of Chicago. 
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toxicity of the contents by animal feeding, and like matters. Without 
awaiting the results of laboratory analysis, NCA promptly forwards 
to us copies of each of the statements obtained by the investigator, a 
summary of the case and an opinion of the investigator with regard to 
the impression made by Mrs. Consumer as to honesty of her claims, 
and the opinion of NCA Claims Division on the merits of the com- 
plaint. This is supplemented later by results of the laboratory analysis. 


The attorney in our legal department then reviews the entire file 
and determines whether the case is a meritorious one, whether it is 
legitimate but exaggerated or whether it is seemingly fraudulent. If 
it appears to be in one of the first two classes, it is usually disposed 
of in one of two ways: (1) If complainant has not incurred any 
monetary loss, we write to complainant advising her that the investiga- 
tion has been completed, thanking her for her cooperation and advising 
her that we are sending her a complimentary package of “Del Monte” 
items which we trust she will enjoy. (2) If Mrs. Consumer has 
suffered out-of-pocket expense, we attempt to settle through NCA by 
reimbursing her therefor against the usual form of release. If this 
cannot be accomplished or if we have determined that the case is of 
the fraudulent nature, we allow the matter to rest; if complainant 
contacts us further, we deny liability through NCA and request the 
latter to defend any action which may be commmenced, and we agree 
to assume responsibility for any judgment which may result. Inci- 
dentally, NCA maintains a claims index of complainants’ names, and 
in each investigation this index is checked for previous claims history. 
In addition, NCA subscribes to the index service operated by the 
Association of Casualty and Surety Companies, thus providing an addi- 
tional check on “repeaters,” and making available certain information 
which might indicate fraud. 


Defense of Actions 


We now arrive at the stage where Mrs. Consumer has filed an 
action for damages. Sometimes the action names only the retail grocer 
as a defendant; other times only this corporation is sued; most fre- 
quently, both the retail grocer and this corporation or its subsidiary, 
California Packing Sales Company, are joined. In preparing for 
defense of these actions it is almost universal practice to take packing 
testimony by deposition on written interrogatories and, at least in 
food-poisoning cases, to utilize NCA bacteriologists. 
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PRODUCT-LIABILITY CLAIMS 


The written interrogatories are prepared by the attorneys selected 
by NCA to defend the action, and a commission is issued to a notary 
public at the place where our cannery is located. A copy of the inter- 
rogatories and cross-interrogatories, if any, are furnished to our legal 
department. We see that proper instructions are given to the cannery 
superintendent or foreman to guide him in answering, particularly 
stressing such matters as temperature and cooking time in sickness 
cases and precautions to guard against the presence of deleterious 
substances in foreign-matter cases. The cost of such depositions is 
rather nominal as in most instances no local counsel is present. It is 
hoped, of course, that the effect will be to raise a substantial doubt in 
the mind of judge or jury that sickness could have been caused by the 
product or that the foreign substance could have been in the can. 


The NCA generally furnishes a bacteriologist or other expert 
witness to testify that any harmful micro-organisms would be destroyed 
by such length and temperature of cook and to report the findings of 
toxicity or other tests performed upon a sample of the product. 
Usually this evidence is such as should convince a judge or jury that 
the illness, if any, was purely psychological. 


In cases alleging injury to teeth or the mouth by foreign sub- 
stances, the plaintiff has usually been examined by a dentist of 
NCA’s choosing. The chief purpose of such examination is to check 
on the bona fides of Mrs. Consumer’s claims. When necessary, such 
dentist is also called as an expert witness on behalf of the defense. 


If a satisfactory formal investigation was not made because of 
refusal of the complainant to cooperate or because suit was filed before 
an investigation could be made, or when circumstances otherwise indi- 
cate the desirability thereof, the plaintiff's deposition is taken by the 
attorneys selected by NCA whenever permitted by local rules of 
practice ; otherwise, the details are obtained by serving interrogatories 


on the plaintiff. 


It is significant that so careful a preparation of the defense of the 
case is undertaken even in cases where the apparent damages are slight. 
As a consquence, almost universally, plaintiff’s attorney proposes a 
settlement before trial. Usually we decline to make any settlement; 
but when the attorneys handling the defense recommend that we settle 
on a more-or-less nominal basis and when NCA agrees with such 
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recommendation, we generally go along with the recommendation. It 
is not felt that such settlements are contra to the basic policy involved 
because by this time a year or more has elapsed, the claimant and her 
attorney have been put to a considerable expenditure of time and we 
are considered anything but an easy mark. It is not likely that either 
the claimant or her attorney will spread the word of this “sure thing” 
or quickly rush into court again at the first opportunity. 


Settlements and Judgments 


During the past 12 years, payments were made on a yearly average 
of 15 complaints—either before suit, after suit had been filed or on final 
judgment. The yearly average of such payments was under $1,000, 
and the average payment was $67. During this 12-year period, judg- 
ment went for the plaintiff in 11 cases, whereas 52 cases were won or 
dismissed. Contrast these figures with our average annual sales, dur- 
ing ihese 12 years, of better than $136 million, and the result is not 
only a remarkable tribute to the processing techniques of California 
Packing Corporation and its subsidiary companies, but likewise be- 


speaks the tremendous job being done in this field by NCA Claims 
Division and independent attorneys it retains for each of these cases. 


Product-Liability Insurance 


In our own case—and I understand the same to be true of the 
majority of NCA members—product-liability insurance is not carried. 
We consider it neither compatible with the basic policy of consumer 
good will and discouragement of false claims, nor economically wise. 
Insurance companies are, of course, engaged in business for profit. If 
a claim or suit would cost $200 to defend and it could be settled for $50, 
it might be good business for the insurance company to settle. Ifa 
multitude of settlements requires an increase in rates, premiums will 
have to be increased. Nor does the insurance company have any 
natural desire to protect the packer’s good will with the consumer; 
its temptation is to not pay a product-liability claim unless it is eco- 
nomically prudent to do so. As previously stated, we frequently 
volunteer reimbursement to the claimant for an expenditure which she 
in good faith incurred, even though we may have no legal liability. 
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Conclusion 


Perhaps the best evidence of the merit of the NCA claims service 
is the fact that retail and wholesale distributors throughout the country 
have generally been satisfied and have required no further assurance 
of protection when informed that the packer is an association member 
and relies on the claims service. It is the policy of NCA Claims Divi- 
sion to aid other organizations engaged in combatting unwarranted 
claims. If any of your clients are interested in further details of the 
service for possible use in related fields, I am sure that any inquiries 
directed to the NCA Claims Division will be given courteous and 
helpful answer. [The End] 


¢ ANTIBIOTIC REGULATIONS—RECENT AMENDMENTS ° 


Regulations concerning certification of antibiotic drugs are amended 
to provide for a change in the expiration date for procaine penicillin in 
oil to a minimum of 36 months and a maximum of 48 months after the 
month during which the batch was certified; for the exemption from 
certification of animal feed containing antibiotic drugs if it is intended 
for use solely as an animal-feed supplement and is conspicuously so 
labeled, or if it is intended for veterinary use in the cure, mitigation, 
treatment or prevention of disease and it contains as the active drug 
ingredient only a drug certified under Section 507 of the Act for mixing 
in such animal feed, it has been mixed in accordance with the directions, 
and the labeling of such certified drug and the labeling of the animal 
feed bear only the indications and directions for use approved when the 
drug was certified; and for a change in the maximum size of container 
permitted for aureomycin therapeutic formula for animal feed from 10 
pounds to 50 pounds. 


Other recent amendments relate to the use of nitrofurazone as an 
ingredient of penicillin ointment, if it is intended for veterinary use and 
so labeled; the use of nitrofurazone as an ingredient of penicillin in oil 
if it is intended for veterinary use and so labeled; the use of /-ephenamine 
penicillin G in combination with streptomycin or dihydrostreptomycin; 
certification of chloroprocaine penicillin O; certification of chloroprocaine 
penicillin O for aqueous injection; reducing the minimum amount of 
aureomycin required to be present in each gram of aureomycin surgical 
powder to 50 milligrams; and reducing the minimum amount of aureo- 
mycin required to be present in each aureomycin vaginal suppository to 
100 milligrams. 


Still another series of amendments to the antibiotic regulations pro- 
vides for the use of sulfonamides in dibenzylethylenediamine dipenicillin 
G oral suspension; for the use of a buffer substance in chloramphenicol 
ointment; for a change in the expiration date of chloramphenicol palmitate 
oral suspension from 12 to 18 months; and for the use of a buffer sub- 
stance in chloramphenicol solution and the submission of ten samples 
of said drug for sterility testing—CCH Foop Druc Cosmetic Law Re- 
ports, No. 104, October 14, 1952, and No. 103, September 22, 1952. 
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The Author, a Washington, D. C. Attorney, Examines a Theory ‘Extreme 
in Character’’ Under Which Juries May Make Findings of Misbranding 
or Adulteration. Its Principal Application Is Found in the Bireley Case 


AY ADVERTISING subject to regulation only by the Federal 

Trade Commission nevertheless cause a food to be misbranded 
or adulterated under the Federal Food, Drug, and Cosmetic Act?’ 
The question seems self-contradictory, yet it poses a problem which 
is potentially of great seriousness for the food industry. 


The legislative and judicial history of the Wheeler-Lea Amend- 
ment to the Federal Trade Commission Act? and of the Food, Drug, 
and Cosmetic Act would, until recently, have led to an unequivocally 
negative answer to this question. But recent cases have given cause 
for serious concern whether, as a practical matter, a negative reply 
would be misleading. The principal case in question—the Bireley case * 
—involved the application of the theory, which we shall call “label- 
plus” for convenience, that a jury may make a finding of misbranding 
or adulteration of a food based in whole or in part upon the conclu- 
sion that its labeling was misleading, even though no claim whatever 
was tnade for the food in the labeling and even though the labeling, 
in fact, bore no misleading word or statement. The plus-value upon 
which reliance is placed to justify this somewhat strange result is 
collateral advertising. Application of the theory apparently is not 
affected by the fact that actual purchasers of the product may never 
have seen the advertisement at all.* 





case, involving a drug, is discussed under 
(D) below. 


152 Stat. 1040, 21 USC Sec. 301, and fol- 
lowing. 


252 Stat. 111, 15 USC Sec. 41, and fol- 
lowing. 

3U. 8. v. 88 Cases, etc. “Bireley’s Orange 
Beverage,’’ General Foods Corporation, 
Claimant, 187 F. (2d) 967 (1951), cert. 
den., October 22, 1951. Another pertinent 


* The theory of ‘‘label-plus’’ is not articu- 
lated in any document filed by the govern- 
ment in the Bireley case, but a review of 
the record in the district court leaves no 
doubt of the character and effect of the 
government’s position. 
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By EDWARD BROWN WILLIAMS 








The extreme character of the theory of “label-plus” is revealed by 
a glance at the applicable jurisdictional provisions of the law. 

Regulatory jurisdiction over foods and drugs under the Federal 
Food, Drug, and Cosmetic Act is largely dependent upon the “label- 
ing’ of those products as that term is defined in the Act. The term 
“labeling” means all labels and other written, printed or graphic matter 
upon any article or any of its containers or wrappers, or “accompany- 
ing” such article.’ Any material such as advertising, which does not 


accompany the article, is not labeling. Advertising “other than label- 
ing” which is false is regulated under the Federal Trade Commission 
Act, as amended by the Wheeler-Lea Act.® 


In the Bireley case, certain advertising material which was not 
claimed to be labeling was offered by the government as evidence at 
the trial, and accepted by the court. The court evidently proceeded 
upon the theory that this material was relevant to the issue of whether 
the food involved—an orange drink—had, as the government charged, 
been made to appear better or of better value than it was, within the 
meaning of Section 402 (b) (4) of the Food, Drug, and Cosmetic Act, 
in spite of the fact that the libel specified certain ingredients of the 
drink which were said to have that effect, and did not mention the 
advertising. In its charge the court did not instruct the jury to dis- 
regard the advertising material.’ The nature of the evidence was such 





5 Section 201 (m) of the Act. claimant made in response to questions by 
® 52 Stat. 114, 15 USC Sec. 55. the United States Attorney. Record in the 
7™The evidence was actually introduced Supreme Court of the United States, II, 
by the government in rebuttal, purportedly 396a-397a. 
to refute a statement by a witness for 
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that this material must have had a substantial, possibly a determining, 
effect upon the jury, which found for the government. The decision 
of the lower court was reversed by the court of appeals and review 
was denied by the Supreme Court of the United States, but the label- 
plus theory was not the reason for the reversal. 


If there is any single characterizing element of the jurisdictional 
concept of the 1938 Act it is “labeling” as defined in Section 201 (m). 
The entire history of the Act testifies to this fact and it should be 
borne in mind in considering the label-plus theory. For under “label- 
plus” that which is, in fact, not a part of the labeling becomes so, The 
labeling is made to speak with the voice and words of the advertising 
matter and, presumably, by this simple but audacious fiction, the 
letter of the law is regarded as having been satisfied. 


It may well be that the present statutory meaning of “labeling” 
should be broadened or, perhaps, jurisdiction over advertising and 
labeling should be combined in the same agency. The separateness of 
the two concepts is entirely artificial, since the service done by both 
is the definition of fields of regulatory activity in the same industries. 
Until, however, the law has been changed, its limitations may legiti- 
mately be invoked by members of the industries concerned. Let us 
consider the effect of the breach of those limitations, as heretofore 
understood, which would result from acceptance of “label-plus” by 
the courts. 


(A) Apparent Scope of Section 402 (b) (4) 


Initially it is to be observed that Section 402 (b) (4)* is applicable 
only where a food is made to appear better or of greater value than it 
is by a “substance” which has been “added thereto or mixed or packed 
therewith,” such as the coal-tar dyes specified in the government’s 
libel in the Bireley case. Nothing is said about a foreign or outside 
agent, such as the advertising material in question. 


An integral part of the same Section 402 (b) (4) declares a food 
to be misbranded if a substance is added to it which increases its bulk 
or weight or reduces its quality or strength. It is not apparent how 
claims made in advertisements could accomplish the physical transfor- 
mations necessary to increase the bulk or weight of a food or to reduce 





8 Sec. 402: ‘‘A food shall be deemed to or weight, or reduce its quality or 
be adulterated .. . (b) (4) if any sub-_ strength, or make it appear better or of 
stance has been added thereto or mixed or’ greater value than it is.”’ 
packed therewith so as to increase its bulk 
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its quality or strength. On the basis of elementary principles of statu- 
tory construction, therefore, we would seem justified in concluding 
that an advertisement may not affect the operation of Section 402 
(b) (4). 

“Label-plus,” therefore, seems to run counter to the very terms of 
the law. Acceptance of the theory by the court must have involved, 
in addition to disregard of the specific statutory language, a reading 
of the label of the food as incorporating the claims made in the adver- 
tising material, for certainly those claims did not affect the actual 
appearance of the food. Let us examine the results to be expected of 
such an apparent perversion of the comparatively plain meaning of 
the words used in the law. 


(B) Implications of ‘‘Label-Plus"’ in Light of Misbranding 
and Adulteration Provisions of Law Other 
than Section 402 (b) (4) 

A few examples should suffice to make the desired point: 

Section 402 (b) (1), (2) and (3).°—The application of “label-plus” 
to other adulteration provisions which appear in Section 402 (b), the 
section invoked in the Bireley case, may conveniently be noted first. 
FDA has, in many instances, applied these provisions where an article, 
although sold under the name of a well-known food of standard com- 
position, does not contain the usual ingredients of such food as expected 
by consumers. It may therefore be alleged by FDA in such a case that 
a valuable constituent has been in whole or in part omitted from the 
food (402 (b) (1)); that a substance has been substituted wholly or 
in part therefor (402 (b) (2)); that damage or inferiority has been 
concealed as, for example, by the addition of coloring matter (402 (b) 
(3)); or that a substance has been added thereto or mixed therewith so 
as to increase its bulk or weight or reduce its quality or strength, or 
make it appear better or of greater value than it is, as was alleged in 
the Bireley case (402 (b) (4)). 

These so-called economic adulteration sections are, it will be 
readily seen, closely related. In some respects they overlap each other. 





in any manner; or (4) if any substance has 


*Sec. 402: ‘“‘A food shall be deemed to 
been added thereto or mixed or packed 


be adulterated . . . (b) (1) If any 


valuable constituent has been in whole or 
in part omitted or abstracted therefrom; 
or (2) if any substance has been substi- 
tuted wholly or in part therefor; or (3) if 
damage or inferiority has been concealed 


therewith so as to increase its bulk or 
weight, or reduce its quality or strength, 
or make it appear better or of greater 
value than it is.’’ 
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The government states that Bireley’s Orange Beverage was adver- 
tised as “the refreshing quencher made of oranges,” and as providing 
“real fruit nutrition” (Petition for Certiorari, 7). According to “label- 
plus,” therefore, the name “Bireley’s Orange Beverage,” together with 
the appearance of the drink, mean to the purchaser an article made of 
oranges which provides real fruit nutrition. It follows that, in the 
case of the drink actually marketed which contained only 8 per cent 
fruit juice, a valuable constituent had been omitted; a substance— 
water—had been substituted for the fruit juice, and inferiority had been 
concealed by the addition of coloring and flavoring. 


It is apparent that such charges would be just as valid as the 
charge actually made under Section 402 (b) (4), insofar as they de- 
pended for support upon the alleged advertising claims. If it were not 
for the alleged advertising claims, the government’s case would have 
been materially, perhaps fatally, weakened before the jury. 


Section 403 (a).—This section provides that a food shall be deemed 
to be misbranded “if its /abeling is false or misleading in any particu- 
lar.” 


Under this provision there are many possible applications of 
“label-plus.” Here are some, in each of which it is assumed that no 
word or statement actually appearing in the labeling is either false 
or misleading per se: 


(1) “Jako’s Choco-like” is a new, substitute product which con- 
tains a chocolate ingredient and another ingredient simulating choco- 
late. Its manufacturer believes, and claims in promotional material 
which is not labeling, that it offers certain nutritional advantages 
which are superior to those of other similar products. FDA disagrees. 
If the jury is persuaded of the soundness of FDA’s view of the nutri- 
tional value of the product, the food is misbranded because the name 
“Jako’s Choco-like,” appearing on the label, means to the purchaser 
an article which has the advertised nutritional qualities. 

(2) “Jako’s Grape-like Drink” contains 75 per cent grape juice. 
Under “label-plus” the name “Jako’s Grape-like Drink” means to the 
purchaser the kind of drink described under that name in certain 
newspaper advertising paid for by the manufacturer. Therefore, if the 
jury is persuaded that the newspaper advertisements suggest that 
“Jako’s Grape-like Drink” is more than 75% grape juice, the labeling 
is misleading. 
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In neither of cases (1) or (2) is there involved any more extension 
of basic concepts of food and drug law than there is in the Bireley case 
where it is postulated by the government that an advertisement which 
is not labeling, can cause a food to appear better or of greater value 
than it is. 


Section 403 (c).—Under this section a food is misbranded if it is 
an imitation of another food, unless its label bears the word “imitation” 
and the name of the food imitated. 


“Jako’s Imitation Strawberry Preserves” is labeled as provided 
by Section 403 (c). A distributor, who ships the product in interstate 
commerce, advertises in such a manner as to suggest that the food 
is, in fact, strawberry preserves. Therefore, under “label-plus,” the 
brand name “Jako’s” and the words “strawberry preserves” convey to 
the purchaser the notion that the food is strawberry preserves, in 
spite of the fact that the item is plainly labeled as an imitation, as the 
law requires. What, then, is to prevent all shipments of the product 
from being seized, regardless of whether they are shipped by the dis- 
tributor or direct from the factory to the wholesaler or retailer, since 
the theory is regarded as applicable, regardless of whether the pur- 
chaser has actually seen the advertising material? What, moreover, 
is to prevent criminal prosecution of the manufacturer, since the name 
which he has given to the product has, so to speak, been impregnated 
with a meaning which causes the article to be misbranded ? 


The fact that no legal action of this exact type has been brought 
is no assurance whatsoever for the future. It seems likely that there 
will be no action against the innocent manufacturer in such a case, 
at least until a more thorough groundwork has been laid in less ex- 
treme situations and there appears to be no other effective means of 
stopping the alleged offense. 


It is now established, by the “Jam” case,’® that a food which might 
otherwise be misbranded because it fails to conform to a legal standard 
is protected from legal action on account of such failure by the proper 
use of the word “imitation” on its label. It does not “purport” to be a 
food for which a legal standard of identity has been established under 
Section 401.1 May it, nevertheless, by the application of “label-plus” 





162 Cases . .. Jam v. U. 8., CCH ™ Sec. 401 provides for the issuance by 
FOOD DRUG COSMETIC LAW REPORTS _ the Federal Security Administrator of regu- 
1 7193, 340 U. S. 593 (1951). lations prescribing definitions and stand- 

ards of identity for foods, with certain 
exceptions. 
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be outlawed because of advertisements which do not fall within the 
scope of the term “labeling”? 


(C) Labeling and Nonlabeling Aspects of Act's Provisions 

The operation of Section 403 (a), dealing with false and mislead- 
ing claims, is specifically limited to labeling by its very language, above 
quoted. It therefore obviously seems to do violence to the provision 
to import into it claims made in advertising material. 

The same observation applies to the adulteration provisions of 
Section 402 (b), above discussed, to the extent that they are dependent 
upon labeling for their application, as in the Bireley case where “label- 
plus” was invoked. 


There are, however, certain provisions of the Act which do not 
depend upon labeling for their operation. It is quite evident, for exam- 
ple, that in certain circumstances Section 402 (b) itself may be applied 
even if the labeling itself is accurate. But those circumstances involve 
physical character of the food, not advertising material. Likewise, a 
food may be offered for sale under the name of another food, within 


the meaning of Section 403 (b),?* regardless of the truthfulness of its 
labeling, as where it is ordered by a purchaser who has not seen the 
label at all.** Conceivably, also, a food may be offered for sale under 
the name of another food, within the meaning of Section 403 (b), 
through the medium of newspaper advertisements, without regard to 
its labeling. Here the offense is “offering” for sale. Therefore, tech- 
nically, actual consummation of the sale may not be necessary to 
meet the statutory requirement, and the labeling need play no part in 
the offense at all. Of course, a food which fails to conform to a stand- 
ard established under Section 401 may “purport” to be the standardized 
food and may therefore be misbranded, although it is accurately labeled, 
as was held by the Supreme Court in the Quaker Oats case."* 


Other examples could be noted, but those mentioned serve to 
emphasize the contrast between provisions which are dependent, in 
whole or in part, upon labeling to support their operation, and those 
which are not. They serve also to indicate the incompatibility of 
“label-plus” with the plain and carefully calculated structure of the 
Act. 


22 Sec. 403: ‘‘A food shall be deemed to 133 Weeks v. U. 8., 245 U. S. 618 (1918). 
be misbranded .. . (b) if it is offered 44 Federal Security Administrator  v. 
for sale under the name of another food.”’ Quaker Oats Company, 318 U. S. 218 (1943). 
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(D) Relation of ‘‘Label-Plus’’ to Drugs 


Under Section 502 (f) of the Act, with certain exceptions not here 
relevant, a drug is misbranded unless its labeling bears adequate direc- 
tions for use. There is good authority for the proposition that if a 
manufacturer recommends his product for use in a particular disease 
condition, he must provide adequate directions in the labeling for such 
use. The fact that his recommendation is contained in an advertise- 
ment does not alter this obligation. In the event it should be suggested 
that this principle supports “label-plus,” the following comments seem 
appropriate. 

In their very nature “adequate directions for use” can only be 
keyed to the uses to which the drug is to be put, either by common 
usage or upon the suggestion of the manufacturer. For a new drug, 
no directions would be adequate except those applicable to the uses 
for which the drug is recommended. The concept obviously is depend- 
ent upon factors extraneous to labeling for its very meaning. The 
adequacy of the directions in the labeling can, in some situations, be 
determined only by looking to representations made dehors the label 
as, for example, in advertising material. 

Thus, in Alberty Food Products v. U. S., 194 F. (2d) 463 (1952), it 
was contended that the trial court erred when it considered collateral 
promotional literature in making its finding that certain drugs shipped 
by Alberty Food Products (appellants) failed to bear adequate direc- 
tions for use in their labeling. It was asserted that consideration by 
the trial court of such literature was an invasion of a field exclusively 
under the jurisdiction of the Federal Trade Commission, which has 
control of false advertising. The court of appeals said: 

This contention fails to grasp the scope and purpose of the inquiry with which 
the Court was concerned. It is not the truth or falsity of the literature and 
advertising which is challenged; it is merely consideration, as evidence, of claims 
promulgated by the manufacturer in measuring whether the information com- 
municated by means of the label adequately describes the diseases or conditions 
for which the drug was intended as well as relevant facts containing [sic] dosage. 
[194 F. (2d) 464.] 

There is no comparable concept in the food field. In the situations 
involving food examined under (B) above, the accuracy of the designa- 
tion, or name, of the product and of such other words as may be writ- 
ten in the labeling is wholly determinable by examining or testing 
the product itself. 

This contrast is emphasized by the definition of “food” and “drug” 
contained in the statute. “Food” means articles used for certain pur- 
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poses (Section 201 (f)). “Drug” means articles intended for specified 
purposes (and, in addition, articles recognized in the several official 
medical compendia) (Section 201 (g)). Thus, the intent of the purveyor 
of the article may, of itself, be decisive of whether it is a drug at all. 
In this context of the statute, it follows naturally enough that the ade- 
quacy of directions must also be determined in the light of the use for 
which the drug is intended or recommended. 

There is in reality, therefore, no relationship between “label-plus” 
and the concept of adequate directions for use. , 

One additional point should be noted. In Research Laboraiories v. 
U. S., 167 F. (2d) 410 (1948), the court permitted the introduction of 
evidence of questionable promotion methods, not in the form of label- 
ing, which the court characterized as fraudulent. Involved was a drug 
which, the government charged, was misbranded by reason of false 
and misleading claims of efficacy contained in the labeling. The label- 
ing itself represented the drug to be effective. The controversial 
evidence duplicated the claims of efficacy upon the label and revealed 
that scheming and dishonest promotional methods had been followed. 


The court of appeals held that it was not error to lay before the 


jury the entire picture and quoted with approval the government’s 
argument: 


In determining whether the labeling suggests to the user that Nue-Ovo is 
effective—we submit that it was proper for the jury to consider the labeling repre- 
sentations in the light of the setting in which the manufacturer intended the 


user to read them. [167 F. (2d) 420.] 

The court apparently feared that the exclusion of such evidence 
might “provide the misbrander of drugs with additional technical 
loopholes of escape” (167 F. (2d) 420), although the labeling itself, 
standing alone, was misleading. The court said of the evidence in 
question that it was “part and parcel of the appellant’s questionable 
promotion methods, some of which were reflected in the labels” (167 
F. (2d) 421). 

The question must be asked whether, if misleading claims had not 
been made in the labeling, the extraneous evidence would have been 
admitted. To have admitted it for the consideration of the jury under 
such circumstances would have permitted a finding of misbranding 
without any basis whatsoever in the labeling for so doing. There is 
no reason to attribute to the court of appeals such an intent. 

In the Bireley matter and in the supposititious cases discussed, 
there was no false or misleading word, claim or statement in the label- 
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ing. If we assume, therefore, that the principle stated in the Research 
Laboratories opinion was valid on the facts of that case, it neverthe- 
less quite evidently had no application in the Bireley case nor would 
it in the situations above supposed. Moreover, as we have above sug- 
gested, the differing considerations underlying the drug sections of 
the Act dictate a considerable caution in the application of such con- 
cepts to the provisions dealing with foods. 


Conclusion 

It seems clear enough from these actual cases, and those supposed, 
that the FDA theory of “label-plus” amounts to nothing less than a 
basic overhaul of the labeling provisions of the Federal Food, Drug, 
and Cosmetic Act. It means a substantial extension of FDA jurisdic- 
tion into the field of advertising regulated under the Federal Trade 
Commission Act. It means that advertisers of foods must take into 
consideration not only the policies and legal interpretations of the 
Federal Trade Commission but also those of the FDA and this added 
burden would be imposed in spite of the inherent limitation of FDA 


jurisdiction in this field to “labeling.” [The End] 


© PRICE DISCRIMINATION, PRICE FIXING ¢ 


Grain products . . . A large grain company is charged with 
price discrimination in the sale of its grain products. The respondent 
allegedly follows no systematic ratio of price discrimination between 
the purchasers. Purchasers located in Alabama are charged substantially 
higher prices for corn meal than purchasers located in Mississippi and 
Tennessee, who are charged varying lower prices; some purchasers 
located within Mississippi are charged substantially higher prices than 
other purchasers located therein. (Complaint issued September 4, 1952; 
released September 22, 1952.) 


Apples . . . Five apple processors from the Appalachian Belt 
and a trade association of the Appalachian apple growers and processors 
are charged with combining to fix, stabilize and maintain the prices for 
raw apples used for processing purposes. The charge is made also 
that, by agreement, shipments of apples have been diverted from one 
processor to another as a part of a plan to prevent excessive supplies 
of apples getting into the hands of one processor and a possible price 
break resulting therefrom. (Complaint issued September 8, 1952; released 
September 22, 1952.)\—CCH Trape Recutation Reports, { 11,194; 


11,188. 
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Leaders 
IN FOOD, DRUG AND COSMETIC LAW 





Frank H. Wiley is Chief of the 
Division of Pharmaceutical Chemistry, a position he 
has held since his division was given full status in 
1950. He entered the Food and Drug Administra- 
tion in 1939 as the senior chemist of the former 
: Drug Division. 


Prior to that time, Dr. Wiley had been research 
chemist at the nutritional laboratory of the University 
of Michigan from 1929 until 1934, and senior bio- 
chemist at the Haskell Laboratory of Industrial Toxi- 
cology from 1934 until 1939. He holds B. S. and 
M. S. degrees from the University of Denver and a 
Ph. D. from the University of Michigan. 


The division Dr. Wiley heads develops chemical 
and physical methods of analysis of drugs, with the 
main emphasis on new drugs. It analyzes drug prod- 
ucts, of this type, that the field districts are not 
equipped to handle, and tests the accuracy of clini- 
cal thermometers and the tensile strength of ad- 
hesive bandages. It also conducts or arranges for 
physical tests of therapeutic devices. 
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INSTITUTE SERIES- 


The Food Law Institute, Inc., was organized by a number 
of leading food manufacturers in 1949, and is principally 
supported by them. A public organization, the Institute was 
Each FL! established for constructive development of the food law, 
book comes in including the associated drug and cosmetic laws. It is ably 
handsomely designed x : 

headed by Charles Wesley Dunn, a foremost authority on 





One of the major objectives of the Institute is to prepare basic research compilations 
of the food law. This will provide for everyone concerned with the law an adequate 
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® Federal Food, Drug, and Cosmetic Act, Judicial and Administrative Record 
—1938-1949, by Vincent A. Kleinfeld and Charles Wesley Dunn. 


® Federal Food, Drug, and Cosmetic Act, Judicial and Administrative Record 
—1949-1950, by Vincent A. Kleinfeld and Charles Wesley Dunn. 


® Federal Food, Drug and Cosmetic Law, Administrative Reports—1907- 
1949. Introduction by Paul B. Dunbar; Foreword by Charles Wesley Dunn 


Projected Books in This Series Will Cover Such Subjects as: 


® Canada’s food and drug laws ® general state food, drug, and cosmetic 
laws @ food, drug, and cosmetic laws of the British Commonwealth 
® modern nutrition law developed outside the food law @ federal and 
state action on the addition of chemicals @ a bibliography of the food 
drug, and cosmetic law @ food products liability law @ others to come. 
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